
281 

Food and Drug Administration, HHS Pt. 866 

§ 864.9600 Potentiating media for in 
vitro diagnostic use. 

(a) Identification. Potentiating media 
for in vitro diagnostic use are media, 
such as bovine albumin, that are used 
to suspend red cells and to enhance cell 
reactions for antigen-antibody testing. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 864.9. 

[45 FR 60649, Sept. 12, 1980, as amended at 63 
FR 59226, Nov. 3, 1998] 

§ 864.9650 Quality control kit for blood 
banking reagents. 

(a) Identification. A quality control 
kit for blood banking reagents is a de-
vice that consists of sera, cells, buffers, 
and antibodies used to determine the 
specificity, potency, and reactivity of 
the cells and reagents used for blood 
banking. 

(b) Classification. Class II (perform-
ance standards). 

[45 FR 60649, Sept. 12, 1980] 

§ 864.9700 Blood storage refrigerator 
and blood storage freezer. 

(a) Identification. A blood storage re-
frigerator and a blood storage freezer 
are devices intended for medical pur-
poses that are used to preserve blood 
and blood products by storing them at 
cold or freezing temperatures. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 864.9. 

[45 FR 60650, Sept. 12, 1980, as amended at 63 
FR 59226, Nov. 3, 1998] 

§ 864.9750 Heat-sealing device. 
(a) Identification. A heat-sealing de-

vice is a device intended for medical 
purposes that uses heat to seal plastic 
bags containing blood or blood compo-
nents. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 864.9. 

[45 FR 60650, Sept. 12, 1980, as amended at 65 
FR 2311, Jan. 14, 2000] 

§ 864.9875 Transfer set. 
(a) Identification. A transfer set is a 

device intended for medical purposes 
that consists of a piece of tubing with 
suitable adaptors used to transfer 
blood or plasma from one container to 
another. 

(b) Classification. Class II (perform-
ance standards). 

[45 FR 60651, Sept. 12, 1980] 

Subpart K—Products Used In Es-
tablishments That Manufac-
ture Human Cells, Tissues, and 
Cellular and Tissue-Based 
Products (HCT/Ps) 

§ 864.9900 Cord blood processing sys-
tem and storage container. 

(a) Identification. A cord blood proc-
essing system and storage container is 
a device intended for use in the proc-
essing and the storage of cord blood. 
This device is a functionally closed 
processing system that includes con-
tainers, other soft goods, and a cen-
trifugation system for cord blood con-
centration, and a final container for 
the cryopreservation and the storage of 
a cord blood product. 

(b) Classification. Class II (special 
controls). The special control for this 
device is FDA’s guidance document en-
titled ‘‘Class II Special Controls Guid-
ance Document: Cord Blood Processing 
System and Storage Container.’’ For 
the availability of this guidance docu-
ment, see § 864.1(d). 

[72 FR 4638, Feb. 1, 2007] 

PART 866—IMMUNOLOGY AND 
MICROBIOLOGY DEVICES 

Subpart A—General Provisions 

Sec. 
866.1 Scope. 
866.3 Effective dates of requirement for pre-

market approval. 
866.9 Limitations of exemptions from sec-

tion 510(k) of the Federal Food, Drug, 
and Cosmetic Act (the act). 

Subpart B—Diagnostic Devices 

866.1620 Antimicrobial susceptibility test 
disc. 

866.1640 Antimicrobial susceptibility test 
powder. 
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866.1645 Fully automated short-term incu-
bation cycle antimicrobial susceptibility 
system. 

866.1700 Culture medium for antimicrobial 
susceptibility tests. 

Subpart C—Microbiology Devices 

866.2050 Staphylococcal typing 
bacteriophage. 

866.2120 Anaerobic chamber. 
866.2160 Coagulase plasma. 
866.2170 Automated colony counter. 
866.2180 Manual colony counter. 
866.2300 Multipurpose culture medium. 
866.2320 Differential culture medium. 
866.2330 Enriched culture medium. 
866.2350 Microbiological assay culture me-

dium. 
866.2360 Selective culture medium. 
866.2390 Transport culture medium. 
866.2410 Culture medium for pathogenic 

Neisseria spp. 
866.2420 Oxidase screening test for gonor-

rhea. 
866.2440 Automated medium dispensing and 

stacking device. 
866.2450 Supplement for culture media. 
866.2480 Quality control kit for culture 

media. 
866.2500 Microtiter diluting and dispensing 

device. 
866.2540 Microbiological incubator. 
866.2560 Microbial growth monitor. 
866.2580 Gas-generating device. 
866.2600 Wood’s fluorescent lamp. 
866.2660 Microorganism differentiation and 

identification device. 
866.2850 Automated zone reader. 
866.2900 Microbiological specimen collection 

and transport device. 

Subpart D—Serological Reagents 

866.3010 Acinetobacter calcoaceticus sero-
logical reagents. 

866.3020 Adenovirus serological reagents. 
866.3035 Arizona spp. serological reagents. 
866.3040 Aspergillus spp. serological reagents. 
866.3050 Beta-glucan serological assays. 
866.3060 Blastomyces dermatitidis serological 

reagents. 
866.3065 Bordetella spp. serological reagents. 
866.3085 Brucella spp. serological reagents. 
866.3110 Campylobacter fetus serological re-

agents. 
866.3120 Chlamydia serological reagents. 
866.3125 Citrobacter spp. serological reagents. 
866.3135 Coccidioides immitis serological re-

agents. 
866.3140 Corynebacterium spp. serological re-

agents. 
866.3145 Coxsackievirus serological re-

agents. 
866.3165 Cryptococcus neoformans serological 

reagents. 
866.3175 Cytomegalovirus serological re-

agents. 

866.3200 Echinococcus spp. serological re-
agents. 

866.3205 Echovirus serological reagents. 
866.3210 Endotoxin assay. 
866.3220 Entamoeba histolytica serological re-

agents. 
866.3225 Enterovirus nucleic acid assay. 
866.3235 Epstein-Barr virus serological re-

agents. 
866.3240 Equine encephalomyelitis virus se-

rological reagents. 
866.3250 Erysipelothrix rhusiopathiae sero-

logical reagents. 
866.3255 Escherichia coli serological reagents. 
866.3270 Flavobacterium spp. serological re-

agents. 
866.3280 Francisella tularensis serological re-

agents. 
866.3290 Gonococcal antibody test (GAT). 
866.3300 Haemophilus spp. serological re-

agents. 
866.3305 Herpes simplex virus serological as-

says. 
866.3310 Hepatitis A virus (HAV) serological 

assays. 
866.3320 Histoplasma capsulatum serological 

reagents. 
866.3330 Influenza virus serological re-

agents. 
866.3332 Reagents for detection of specific 

novel influenza A viruses. 
866.3336 John Cunningham Virus serological 

reagents. 
866.3340 Klebsiella spp. serological reagents. 
866.3350 Leptospira spp. serological reagents. 
866.3355 Listeria spp. serological reagents. 
866.3360 Lymphocytic choriomeningitis 

virus serological reagents. 
866.3370 Mycobacterium tuberculosis 

immunofluorescent reagents. 
866.3375 Mycoplasma spp. serological re-

agents. 
866.3380 Mumps virus serological reagents. 
866.3390 Neisseria spp. direct serological test 

reagents. 
866.3395 Norovirus serological reagents. 
866.3400 Parainfluenza virus serological re-

agents. 
866.3402 Plasmodium species antigen detec-

tion assays. 
866.3405 Poliovirus serological reagents. 
866.3410 Proteus spp. (Weil-Felix) serological 

reagents. 
866.3415 Pseudomonas spp. serological re-

agents. 
866.3460 Rabiesvirus immunofluorescent re-

agents. 
866.3470 Reovirus serological reagents. 
866.3480 Respiratory syncytial virus sero-

logical reagents. 
866.3490 Rhinovirus serological reagents. 
866.3500 Rickettsia serological reagents. 
866.3510 Rubella virus serological reagents. 
866.3520 Rubeola (measles) virus serological 

reagents. 
866.3550 Salmonella spp. serological reagents. 
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866.3600 Schistosoma spp. serological re-
agents. 

866.3630 Serratia spp. serological reagents. 
866.3660 Shigella spp. serological reagents. 
866.3680 Sporothrix schenckii serological re-

agents. 
866.3700 Staphylococcus aureus serological re-

agents. 
866.3720 Streptococcus spp. exoenzyme re-

agents. 
866.3740 Streptococcus spp. serological re-

agents. 
866.3780 Toxoplasma gondii serological re-

agents. 
866.3820 Treponema pallidum nontreponemal 

test reagents. 
866.3830 Treponema pallidum treponemal test 

reagents. 
866.3850 Trichinella spiralis serological re-

agents. 
866.3870 Trypanosoma spp. serological re-

agents. 
866.3900 Varicella-zoster virus serological 

reagents. 
866.3930 Vibrio cholerae serological reagents. 
866.3940 West Nile virus serological re-

agents. 
866.3950 In vitro human immunodeficiency 

virus (HIV) drug resistance genotype 
assay. 

866.3980 Respiratory viral panel multiplex 
nucleic acid assay. 

Subpart E—Immunology Laboratory 
Equipment and Reagents 

866.4070 RNA Preanalytical Systems. 
866.4100 Complement reagent. 
866.4500 Immunoelectrophoresis equipment. 
866.4520 Immunofluorometer equipment. 
866.4540 Immunonephelometer equipment. 
866.4600 Ouchterlony agar plate. 
866.4700 Automated fluorescence in situ hy-

bridization (FISH) enumeration systems. 
866.4800 Radial immunodiffusion plate. 
866.4830 Rocket immunoelectrophoresis 

equipment. 
866.4900 Support gel. 

Subpart F—Immunological Test Systems 

866.5040 Albumin immunological test sys-
tem. 

866.5060 Prealbumin immunological test 
system. 

866.5065 Human allotypic marker immuno-
logical test system. 

866.5080 Alpha-1-antichymotrypsin immuno-
logical test system. 

866.5090 Antimitochondrial antibody 
immunological test system. 

866.5100 Antinuclear antibody immuno-
logical test system. 

866.5110 Antiparietal antibody immuno-
logical test system. 

866.5120 Antismooth muscle antibody 
immunological test system. 

866.5130 Alpha-1-antitrypsin immunological 
test system. 

866.5150 Bence-Jones proteins 
immunological test system. 

866.5160 Beta-globulin immunological test 
system. 

866.5170 Breast milk immunological test 
system. 

866.5180 Fecal calprotectin immunological 
test system. 

866.5200 Carbonic anhydrase B and C 
immunological test system. 

866.5210 Ceruloplasmin immunological test 
system. 

866.5220 Cohn fraction II immunological test 
system. 

866.5230 Colostrum immunological test sys-
tem. 

866.5240 Complement components immuno-
logical test system. 

866.5250 Complement C1 inhibitor (inact-
ivator) immunological test system. 

866.5260 Complement C3b inactivator 
immunological test system. 

866.5270 C-reactive protein immunological 
test system. 

866.5320 Properidin factor B immunological 
test system. 

866.5330 Factor XIII, A, S, immunological 
test system. 

866.5340 Ferritin immunological test sys-
tem. 

866.5350 Fibrinopeptide A immunological 
test system. 

866.5360 Cohn fraction IV immunological 
test system. 

866.5370 Cohn fraction V immunological test 
system. 

866.5380 Free secretory component immuno-
logical test system. 

866.5400 Alpha-globulin immunological test 
system. 

866.5420 Alpha-1-glycoproteins immuno-
logical test system. 

866.5425 Alpha-2-glycoproteins immuno-
logical test system. 

866.5430 Beta-2-glycoprotein I immuno-
logical test system. 

866.5440 Beta-2-glycoprotein III immuno-
logical test system. 

866.5460 Haptoglobin immunological test 
system. 

866.5470 Hemoglobin immunological test 
system. 

866.5490 Hemopexin immunological test sys-
tem. 

866.5500 Hypersensitivity pneumonitis 
immunological test system. 

866.5510 Immunoglobulins A, G, M, D, and E 
immunological test system. 

866.5520 Immunoglobulin G (Fab fragment 
specific) immunological test system. 

866.5530 Immunoglobulin G (Fc fragment 
specific) immunological test system. 

866.5540 Immunoglobulin G (Fd fragment 
specific) immunological test system. 
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866.5550 Immunoglobulin (light chain spe-
cific) immunological test system. 

866.5560 Lactic dehydrogenase immuno-
logical test system. 

866.5570 Lactoferrin immunological test sys-
tem. 

866.5580 Alpha-1-lipoprotein immunological 
test system. 

866.5590 Lipoprotein X immunological test 
system. 

866.5600 Low-density lipoprotein immuno-
logical test system. 

866.5620 Alpha-2-macroglobulin immuno-
logical test system. 

866.5630 Beta-2-microglobulin immuno-
logical test system. 

866.5640 Infectious mononucleosis immuno-
logical test system. 

866.5660 Multiple autoantibodies immuno-
logical test system. 

866.5680 Myoglobin immunological test sys-
tem. 

866.5700 Whole human plasma or serum 
immunological test system. 

866.5715 Plasminogen immunological test 
system. 

866.5735 Prothrombin immunological test 
system. 

866.5750 Radioallergosorbent (RAST) 
immunological test system. 

866.5765 Retinol-binding protein immuno-
logical test system. 

866.5775 Rheumatoid factor immunological 
test system. 

866.5785 Anti-Saccharomyces cerevisiae (S. 
cerevisiae) antibody (ASCA) test systems. 

866.5800 Seminal fluid (sperm) immuno-
logical test system. 

866.5820 Systemic lupus erythematosus 
immunological test system. 

866.5860 Total spinal fluid immunological 
test system. 

866.5870 Thyroid autoantibody immuno-
logical test system. 

866.5880 Transferrin immunological test sys-
tem. 

866.5890 Inter-alpha trypsin inhibitor 
immunological test system. 

866.5900 Cystic fibrosis transmembrane con-
ductance regulator (CFTR) gene muta-
tion detection system. 

866.5910 Quality control material for cystic 
fibrosis nucleic acid assays. 

Subpart G—Tumor Associated Antigen 
Immunological Test Systems 

866.6010 Tumor associated antigen 
immunological test system. 

866.6020 Immunomagnetic circulating can-
cer cell selection and enumeration sys-
tem. 

866.6030 AFP-L3% immunological test sys-
tem. 

866.6040 Gene expression profiling test sys-
tem for breast cancer prognosis. 

866.6050 Ovarian adnexal mass assessment 
score test system. 

AUTHORITY: 21 U.S.C. 351, 360, 360c, 360e, 
360j, 371. 

SOURCE: 47 FR 50823, Nov. 9, 1982, unless 
otherwise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part 866 appear at 73 FR 35341, June 23, 2008. 

Subpart A—General Provisions 

§ 866.1 Scope. 
(a) This part sets forth the classifica-

tion of immunology and microbiology 
devices intended for human use that 
are in commercial distribution. 

(b) The indentification of a device in 
a regulation in this part is not a pre-
cise description of every device that is, 
or will be, subject to the regulation. A 
manufacturer who submits a pre-
market notification submission for a 
device under part 807 may not show 
merely that the device is accurately 
described by the section title and iden-
tification provisions of a regulation in 
this part, but shall state why the de-
vice is substantially equivalent to 
other devices, as required by § 807.87. 

(c) To avoid duplicative listings, an 
immunology and microbiology device 
that has two or more types of uses 
(e.g., used both as a diagnostic device 
and as a microbiology device) is listed 
only in one subpart. 

(d) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21, 
unless otherwise noted. 

(e) Guidance documents referenced in 
this part are available on the Internet 
at http://www.fda.gov/ 
cdrh.guidance.html. 

[52 FR 17733, May 11, 1987, as amended at 68 
FR 5827, Feb. 5, 2003] 

§ 866.3 Effective dates of requirement 
for premarket approval. 

A device included in this part that is 
classified into class III (Premarket ap-
proval) shall not be commercially dis-
tributed after the date shown in the 
regulation classifying the device unless 
the manufacturer has an approval 
under section 515 of the act (unless an 
exemption has been granted under sec-
tion 520(g)(2) of the act). An approval 
under section 515 of the act consists of 
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FDA’s issuance of an order approving 
an application for premarket approval 
(PMA) for the device or declaring com-
pleted a product development protocol 
(PDP) for the device. 

(a) Before FDA requires that a device 
commercially distributed before the 
enactment date of the amendments, or 
a device that has been found substan-
tially equivalent to such a device, has 
an approval under section 515 of the act 
FDA must promulgate a regulation 
under section 515(b) of the act requir-
ing such approval, except as provided 
in paragraphs (b) and (c) of this sec-
tion. Such a regulation under section 
515(b) of the act shall not be effective 
during the grace period ending on the 
90th day after its promulgation or on 
the last day of the 30th full calendar 
month after the regulation that classi-
fies the device into class III is effec-
tive, whichever is later. See section 
501(f)(2)(B) of the act. Accordingly, un-
less an effective date of the require-
ment for premarket approval is shown 
in the regulation for a device classified 
into class III in this part, the device 
may be commercially distributed with-
out FDA’s issuance of an order approv-
ing a PMA or declaring completed a 
PDP for the device. If FDA promul-
gates a regulation under section 515(b) 
of the act requiring premarket ap-
proval for a device, section 501(f)(1)(A) 
of the act applies to the device. 

(b) Any new, not substantially equiv-
alent, device introduced into commer-
cial distribution on or after May 28, 
1976, including a device formerly mar-
keted that has been substantially al-
tered, is classified by statute (section 
513(f) of the act) into class III without 
any grace period and FDA must have 
issued an order approving a PMA or de-
claring completed a PDP for the device 
before the device is commercially dis-
tributed unless it is reclassified. If 
FDA knows that a device being com-
mercially distributed may be a ‘‘new’’ 
device as defined in this section be-
cause of any new intended use or other 
reasons, FDA may codify the statutory 
classification of the device into class 
III for such new use. Accordingly, the 
regulation for such a class III device 
states that as of the enactment date of 
the amendments, May 28, 1976, the de-
vice must have an approval under sec-

tion 515 of the act before commercial 
distribution. 

(c) A device identified in a regulation 
in this part that is classified into class 
III and that is subject to the transi-
tional provisions of section 520(l) of the 
act is automatically classified by stat-
ute into class III and must have an ap-
proval under section 515 of the act be-
fore being commercially distributed. 
Accordingly, the regulation for such a 
class III transitional device states that 
as of the enactment date of the amend-
ments, May 28, 1976, the device must 
have an approval under section 515 of 
the act before commercial distribution. 

[52 FR 17733, May 11, 1987; 52 FR 22577, June 
12, 1987] 

§ 866.9 Limitations of exemptions from 
section 510(k) of the Federal Food, 
Drug, and Cosmetic Act (the act). 

The exemption from the requirement 
of premarket notification (section 
510(k) of the act) for a generic type of 
class I or II device is only to the extent 
that the device has existing or reason-
ably foreseeable characteristics of 
commercially distributed devices with-
in that generic type or, in the case of 
in vitro diagnostic devices, only to the 
extent that misdiagnosis as a result of 
using the device would not be associ-
ated with high morbidity or mortality. 
Accordingly, manufacturers of any 
commercially distributed class I or II 
device for which FDA has granted an 
exemption from the requirement of 
premarket notification must still sub-
mit a premarket notification to FDA 
before introducing or delivering for in-
troduction into interstate commerce 
for commercial distribution the device 
when: 

(a) The device is intended for a use 
different from the intended use of a le-
gally marketed device in that generic 
type of device; e.g., the device is in-
tended for a different medical purpose, 
or the device is intended for lay use 
where the former intended use was by 
health care professionals only; 

(b) The modified device operates 
using a different fundamental sci-
entific technology than a legally mar-
keted device in that generic type of de-
vice; e.g., a surgical instrument cuts 
tissue with a laser beam rather than 
with a sharpened metal blade, or an in 
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vitro diagnostic device detects or iden-
tifies infectious agents by using 
deoxyribonucleic acid (DNA) probe or 
nucleic acid hybridization technology 
rather than culture or immunoassay 
technology; or 

(c) The device is an in vitro device 
that is intended: 

(1) For use in the diagnosis, moni-
toring, or screening of neoplastic dis-
eases with the exception of 
immunohistochemical devices; 

(2) For use in screening or diagnosis 
of familial or acquired genetic dis-
orders, including inborn errors of me-
tabolism; 

(3) For measuring an analyte that 
serves as a surrogate marker for 
screening, diagnosis, or monitoring 
life-threatening diseases such as ac-
quired immune deficiency syndrome 
(AIDS), chronic or active hepatitis, tu-
berculosis, or myocardial infarction or 
to monitor therapy; 

(4) For assessing the risk of cardio-
vascular diseases; 

(5) For use in diabetes management; 
(6) For identifying or inferring the 

identity of a microorganism directly 
from clinical material; 

(7) For detection of antibodies to 
microorganisms other than 
immunoglobulin G (IgG) or IgG assays 
when the results are not qualitative, or 
are used to determine immunity, or the 
assay is intended for use in matrices 
other than serum or plasma; 

(8) For noninvasive testing as defined 
in § 812.3(k) of this chapter; and 

(9) For near patient testing (point of 
care). 

[65 FR 2311, Jan. 14, 2000] 

Subpart B—Diagnostic Devices 
§ 866.1620 Antimicrobial susceptibility 

test disc. 
(a) Identification. An antimicrobial 

susceptibility test disc is a device that 
consists of antimicrobic-impregnated 
paper discs used to measure by a disc- 
agar diffusion technique or a disc-broth 
elution technique the in vitro suscepti-
bility of most clinically important bac-
terial pathogens to antimicrobial 
agents. In the disc-agar diffusion tech-
nique, bacterial susceptibility is 
ascertained by directly measuring the 
magnitude of a zone of bacterial inhibi-

tion around the disc on an agar sur-
face. The disc-broth elution technique 
is associated with an automated rapid 
susceptibility test system and employs 
a fluid medium in which susceptibility 
is ascertained by photometrically 
measuring changes in bacterial growth 
resulting when antimicrobial material 
is eluted from the disc into the fluid 
medium. Test results are used to deter-
mine the antimicrobial agent of choice 
in the treatment of bacterial diseases. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.1640 Antimicrobial susceptibility 
test powder. 

(a) Identification. An antimicrobial 
susceptibility test powder is a device 
that consists of an antimicrobial drug 
powder packaged in vials in specified 
amounts and intended for use in clin-
ical laboratories for determining in 
vitro susceptibility of bacterial patho-
gens to these therapeutic agents. Test 
results are used to determine the anti-
microbial agent of choice in the treat-
ment of bacterial diseases. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.1645 Fully automated short-term 
incubation cycle antimicrobial sus-
ceptibility system. 

(a) Identification. A fully automated 
short-term incubation cycle anti-
microbial susceptibility system is a de-
vice that incorporates concentrations 
of antimicrobial agents into a system 
for the purpose of determining in vitro 
susceptibility of bacterial pathogens 
isolated from clinical specimens. Test 
results obtained from short-term (less 
than 16 hours) incubation are used to 
determine the antimicrobial agent of 
choice to treat bacterial diseases. 

(b) Classification. Class II (special 
controls). The special control for this 
device is FDA’s guidance document en-
titled ‘‘Class II Special Controls Guid-
ance Document: Antimicrobial Suscep-
tibility Test (AST) Systems; Guidance 
for Industry and FDA.’’ 

[68 FR 5827, Feb. 5, 2003] 

§ 866.1700 Culture medium for anti-
microbial susceptibility tests. 

(a) Identification. A culture medium 
for antimicrobial susceptibility tests is 
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a device intended for medical purposes 
that consists of any medium capable of 
supporting the growth of many of the 
bacterial pathogens that are subject to 
antimicrobial susceptibility tests. The 
medium should be free of components 
known to be antagonistic to the com-
mon agents for which susceptibility 
tests are performed in the treatment of 
disease. 

(b) Classification. Class II (perform-
ance standards). 

Subpart C—Microbiology Devices 

§ 866.2050 Staphylococcal typing 
bacteriophage. 

(a) Identification. A staphylococcal 
typing bacteriophage is a device con-
sisting of a bacterial virus intended for 
medical purposes to identify patho-
genic staphylococcal bacteria through 
use of the bacteria’s susceptibility to 
destruction by the virus. Test results 
are used principally for the collection 
of epidemiological information. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25045, June 12, 1989; 66 FR 38790, July 25, 
2001] 

§ 866.2120 Anaerobic chamber. 

(a) Identification. An anaerobic cham-
ber is a device intended for medical 
purposes to maintain an anaerobic (ox-
ygen free) environment. It is used to 
isolate and cultivate anaerobic micro-
organisms. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. The 
device is also exempt from the good 
manufacturing practice requirements 
of the quality system regulation in 
part 820 of this chapter, with the excep-
tion of § 820.180, with respect to general 
requirements concerning records, and 
§ 820.198, with respect to complaint 
files. 

[47 FR 50823, Nov. 9, 1982, as amended at 66 
FR 38790, July 25, 2001] 

§ 866.2160 Coagulase plasma. 
(a) Identification. Coagulase plasma is 

a device that consists of freeze-dried 
animal or human plasma that is in-
tended for medical purposes to perform 
coagulase tests primarily on staphy-
lococcal bacteria. When reconstituted, 
the fluid plasma is clotted by the ac-
tion of the enzyme coagulase which is 
produced by pathogenic staphylococci. 
Test results are used primarily as an 
aid in the diagnosis of disease caused 
by pathogenic bacteria belonging to 
the genus Staphylococcus and provide 
epidemiological information on disease 
caused by these microorganisms. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 61 
FR 1119, Jan. 16, 1996; 66 FR 38790, July 25, 
2001] 

§ 866.2170 Automated colony counter. 
(a) Identification. An automated col-

ony counter is a mechanical device in-
tended for medical purposes to deter-
mine the number of bacterial colonies 
present on a bacteriological culture 
medium contained in a petri plate. The 
number of colonies counted is used in 
the diagnosis of disease as a measure of 
the degree of bacterial infection. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25045, June 12, 1989; 66 FR 38790, July 25, 
2001] 

§ 866.2180 Manual colony counter. 
(a) Identification. A manual colony 

counter is a device intended for med-
ical purposes that consists of a printed 
grid system superimposed on an illumi-
nated screen. Petri plates containing 
bacterial colonies to be counted are 
placed on the screen for better viewing 
and ease of counting. The number of 
colonies counted is used in the diag-
nosis of disease as a measure of the de-
gree of bacterial infection. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
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premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. The 
device is also exempt from the good 
manufacturing practice requirements 
of the quality system regulation in 
part 820 of this chapter, with the excep-
tion of § 820.180, with respect to general 
requirements concerning records, and 
§ 820.198, with respect to complaint 
files. 

[47 FR 50823, Nov. 9, 1982, as amended at 66 
FR 38790, July 25, 2001] 

§ 866.2300 Multipurpose culture me-
dium. 

(a) Identification. A multipurpose cul-
ture medium is a device that consists 
primarily of liquid or solid biological 
materials intended for medical pur-
poses for the cultivation and identi-
fication of several types of pathogenic 
microorganisms without the need of 
additional nutritional supplements. 
Test results aid in the diagnosis of dis-
ease and also provide epidemiological 
information on diseases caused by 
these microorganisms. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38790, July 25, 
2001] 

§ 866.2320 Differential culture me-
dium. 

(a) Identification. A differential cul-
ture medium is a device that consists 
primarily of liquid biological materials 
intended for medical purposes to cul-
tivate and identify different types of 
pathogenic microorganisms. The iden-
tification of these microorganisms is 
accomplished by the addition of a spe-
cific biochemical component(s) to the 
medium. Microorganisms are identified 
by a visible change (e.g., a color 
change) in a specific biochemical com-
ponent(s) which indicates that specific 
metabolic reactions have occurred. 
Test results aid in the diagnosis of dis-
ease and also provide epidemiological 
information on diseases caused by 
these microorganisms. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 

premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38790, July 25, 
2001] 

§ 866.2330 Enriched culture medium. 
(a) Identification. An enriched culture 

medium is a device that consists pri-
marily of liquid or solid biological ma-
terials intended for medical purposes 
to cultivate and identify fastidious 
microorganisms (those having complex 
nutritional requirements). The device 
consists of a relatively simple basal 
medium enriched by the addition of 
such nutritional components as blood, 
blood serum, vitamins, and extracts of 
plant or animal tissues. The device is 
used in the diagnosis of disease caused 
by pathogenic microorganisms and also 
provides epidemiological information 
on these diseases. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.2350 Microbiological assay cul-
ture medium. 

(a) Identification. A microbiological 
assay culture medium is a device that 
consists primarily of liquid or solid bi-
ological materials intended for medical 
purposes to cultivate selected test 
microorganisms in order to measure by 
microbiological procedures the con-
centration in a patient’s serum of cer-
tain substances, such as amino acids, 
antimicrobial agents, and vitamins. 
The concentration of these substances 
is measured by their ability to promote 
or inhibit the growth of the test orga-
nism in the innoculated medium. Test 
results aid in the diagnosis of disease 
resulting from either deficient or ex-
cessive amounts of these substances in 
a patient’s serum. Tests results may 
also be used to monitor the effects of 
the administration of certain anti-
microbial drugs. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.2360 Selective culture medium. 
(a) Identification. A selective culture 

medium is a device that consists pri-
marily of liquid or solid biological ma-
terials intended for medical purposes 
to cultivate and identify certain patho-
genic microorganisms. The device con-
tains one or more components that 
suppress the growth of certain micro-
organisms while either promoting or 
not affecting the growth of other 
microorganisms. The device aids in the 
diagnosis of disease caused by patho-
genic microorganisms and also pro-
vides epidemiological information on 
these diseases. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.2390 Transport culture medium. 
(a) Identification. A transport culture 

medium is a device that consists of a 
semisolid, usually non-nutrient, me-
dium that maintains the viability of 
suspected pathogens contained in pa-
tient specimens while in transit from 
the specimen collection area to the 
laboratory. The device aids in the diag-
nosis of disease caused by pathogenic 
microorganisms and also provides epi-
demiological information on these dis-
eases. 

(b) Classification. Class I (general con-
trols). 

§ 866.2410 Culture medium for patho-
genic Neisseria spp. 

(a) Identification. A culture medium 
for pathogenic Neisseria spp. is a device 
that consists primarily of liquid or 
solid biological materials used to cul-
tivate and identify pathogenic Neisseria 
spp. The identification aids in the diag-
nosis of disease caused by bacteria be-
longing to the genus Neisseria, such as 
epidemic cerebrospinal meningitis, 
other meningococcal disease, and gon-

orrhea, and also provides epidemiolog-
ical information on these microorga-
nisms. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.2420 Oxidase screening test for 
gonorrhea. 

(a) Identification. An oxidase screen-
ing test for gonorrhea is an in vitro de-
vice that consists of the articles in-
tended to identify by chemical reac-
tion, cytochrome oxidase, an oxidizing 
enzyme that is associated with certain 
bacteria including Neisseria 
gonorrhoeae. A sample of a male’s 
urethral discharge is obtained on a 
swab which is placed into a wetting 
agent containing an ingredient that 
will react with cytochrome oxidase. 
When cytochrome oxidase is present, 
the swab turns a dark purple color 
within 3 minutes. Because it is un-
likely that cytochrome oxidase-posi-
tive organisms other than Neisseria 
gonorrhoeae are present in the urethral 
discharge of males, the identification 
of cytochrome oxidase with this device 
indicates presumptive infection of the 
patient with the causative agent of 
gonorrhea. 

(b) Classification. Class III (premarket 
approval) (transitional device). 

(c) Date PMA or notice of completion of 
a PDP is required. As of May 28, 1976, an 
approval under section 515 of the act is 
required before this device may be 
commercially distributed. See § 866.3. 

[47 FR 50823, Nov. 9, 1982, as amended at 52 
FR 17734, May 11, 1987] 

§ 866.2440 Automated medium dis-
pensing and stacking device. 

(a) Identification. An automated me-
dium dispensing and stacking device is 
a device intended for medical purposes 
to dispense a microbiological culture 
medium into petri dishes and then me-
chanically stack the petri dishes. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. The 
device is also exempt from the good 
manufacturing practice requirements 
of the quality system regulation in 
part 820 of this chapter, with the excep-
tion of § 820.180, with respect to general 
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requirements concerning records, and 
§ 820.198, with respect to complaint 
files. 

[47 FR 50823, Nov. 9, 1982, as amended at 66 
FR 38791, July 25, 2001] 

§ 866.2450 Supplement for culture 
media. 

(a) Identification. A supplement for 
culture media is a device, such as a vi-
tamin or sugar mixture, that is added 
to a solid or liquid basal culture me-
dium to produce a desired formulation 
and that is intended for medical pur-
poses to enhance the growth of fas-
tidious microorganisms (those having 
complex nutritional requirements). 
This device aids in the diagnosis of dis-
eases caused by pathogenic microorga-
nisms. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.2480 Quality control kit for cul-
ture media. 

(a) Identification. A quality control 
kit for culture media is a device that 
consists of paper discs (or other suit-
able materials), each impregnated with 
a specified, freeze-dried, viable micro-
organism, intended for medical pur-
poses to determine if a given culture 
medium is able to support the growth 
of that microorganism. The device aids 
in the diagnosis of disease caused by 
pathogenic microorganisms and also 
provides epidemiological information 
on these diseases. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.2500 Microtiter diluting and dis-
pensing device. 

(a) Identification. A microtiter dilut-
ing and dispensing device is a mechan-
ical device intended for medical pur-

poses to dispense or serially dilute very 
small quantities of biological or chem-
ical reagents for use in various diag-
nostic procedures. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.2540 Microbiological incubator. 

(a) Identification. A microbiological 
incubator is a device with various 
chambers or water-filled compartments 
in which controlled environmental con-
ditions, particularly temperature, are 
maintained. It is intended for medical 
purposes to cultivate microorganisms 
and aid in the diagnosis of disease. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. The 
device is also exempt from the good 
manufacturing practice requirements 
of the quality system regulation in 
part 820 of this chapter, with the excep-
tion of § 820.180, with respect to general 
requirements concerning records, and 
§ 820.198, with respect to complaint 
files. 

[47 FR 50823, Nov. 9, 1982, as amended at 66 
FR 38791, July 25, 2001] 

§ 866.2560 Microbial growth monitor. 

(a) Identification. A microbial growth 
monitor is a device intended for med-
ical purposes that measures the con-
centration of bacteria suspended in a 
liquid medium by measuring changes 
in light scattering properties, optical 
density, electrical impedance, or by 
making direct bacterial counts. The 
device aids in the diagnosis of disease 
caused by pathogenic microorganisms. 

(b) Classification. Class I. With the ex-
ception of automated blood culturing 
system devices that are used in testing 
for bacteria, fungi, and other micro-
organisms in blood and other normally 
sterile body fluids, this device is ex-
empt from the premarket notification 

VerDate Mar<15>2010 18:43 May 19, 2014 Jkt 232077 PO 00000 Frm 00300 Fmt 8010 Sfmt 8010 Q:\21\21V8.TXT ofr150 PsN: PC150



291 

Food and Drug Administration, HHS § 866.3010 

procedures in subpart E of part 807 of 
this chapter. 

[47 FR 50823, Nov. 9, 1982, as amended at 60 
FR 38482, July 27, 1995] 

§ 866.2580 Gas-generating device. 
(a) Identification. A gas-generating 

device is a device intended for medical 
purposes that produces predetermined 
amounts of selected gases to be used in 
a closed chamber in order to establish 
suitable atmospheric conditions for 
cultivation of microorganisms with 
special atmospheric requirements. The 
device aids in the diagnosis of disease. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.2600 Wood’s fluorescent lamp. 
(a) Identification. A Wood’s fluores-

cent lamp is a device intended for med-
ical purposes to detect fluorescent ma-
terials (e.g., fluorescein pigment pro-
duced by certain microorganisms) as 
an aid in the identification of these 
microorganisms. The device aids in the 
diagnosis of disease. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. The 
device is also exempt from the good 
manufacturing practice requirements 
of the quality system regulation in 
part 820 of this chapter, with the excep-
tion of § 820.180, with respect to general 
requirements concerning records, and 
§ 820.198, with respect to complaint 
files. 

[47 FR 50823, Nov. 9, 1982, as amended at 66 
FR 38791, July 25, 2001] 

§ 866.2660 Microorganism differentia-
tion and identification device. 

(a) Identification. A microorganism 
differentiation and identification de-
vice is a device intended for medical 
purposes that consists of one or more 
components, such as differential cul-
ture media, biochemical reagents, and 
paper discs or paper strips impregnated 

with test reagents, that are usually 
contained in individual compartments 
and used to differentiate and identify 
selected microorganisms. The device 
aids in the diagnosis of disease. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2311, Jan. 14, 2000] 

§ 866.2850 Automated zone reader. 
(a) Identification. An automated zone 

reader is a mechanical device intended 
for medical purposes to measure zone 
diameters of microbial growth inhibi-
tion (or exhibition), such as those ob-
served on the surface of certain culture 
media used in disc-agar diffusion anti-
microbial susceptibility tests. The de-
vice aids in decisionmaking respecting 
the treatment of disease. 

(b) Classification. Class I (general con-
trols). 

§ 866.2900 Microbiological specimen 
collection and transport device. 

(a) Identification. A microbiological 
specimen collection and transport de-
vice is a specimen collecting chamber 
intended for medical purposes to pre-
serve the viability or integrity of 
microorganisms in specimens during 
storage of specimens after their collec-
tion and during their transport from 
the collecting area to the laboratory. 
The device may be labeled or otherwise 
represented as sterile. The device aids 
in the diagnosis of disease caused by 
pathogenic microorganisms. 

(b) Classification. Class I (general con-
trols). 

Subpart D—Serological Reagents 

§ 866.3010 Acinetobacter calcoaceticus 
serological reagents. 

(a) Identification. Acinetobacter 
calcoaceticus serological reagents are 
devices that consist of Acinetobacter 
calcoaceticus antigens and antisera used 
to identify this bacterium from cul-
tured isolates derived from clinical 
specimens. The identification aids in 
the diagnosis of disease caused by the 
bacterium Acinetobacter calcoaceticus 
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and provides epidemiological informa-
tion on disease caused by this micro-
organism. This organism becomes 
pathogenic in patients with burns or 
with immunologic deficiency, and in-
fection can result in sepsis (blood poi-
soning). 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.3020 Adenovirus serological re-
agents. 

(a) Identification. Adenovirus sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to 
adenovirus in serum. Additionally, 
some of these reagents consist of 
adenovirus antisera conjugated with a 
fluorescent dye and are used to identify 
adenoviruses directly from clinical 
specimens. The identification aids in 
the diagnosis of disease caused by 
adenoviruses and provides epidemiolog-
ical information on these diseases. 
Adenovirus infections may cause phar-
yngitis (inflammation of the throat), 
acute respiratory diseases, and certain 
external diseases of the eye (e.g., con-
junctivitis). 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.3035 Arizona spp. serological re-
agents. 

(a) Identification. Arizona spp. sero-
logical reagents are devices that con-
sist of antisera and antigens used to 
identify Arizona spp. in cultured iso-
lates derived from clinical specimens. 
The identification aids in the diagnosis 
of disease caused by bacteria belonging 
to the genus Arizona and provides epi-
demiological information on diseases 
caused by these microorganisms. Ari-
zona spp. can cause gastroenteritis 

(food poisoning) and sepsis (blood poi-
soning). 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.3040 Aspergillus spp. serological 
reagents. 

(a) Identification. Aspergillus spp. sero-
logical reagents are devices that con-
sist of antigens and antisera used in 
various serological tests to identify 
antibodies to Aspergillus spp. in serum. 
The identification aids in the diagnosis 
of aspergillosis caused by fungi belong-
ing to the genus Aspergillus. 
Aspergillosis is a disease marked by in-
flammatory granulomatous (tumor- 
like) lessions in the skin, ear, eyeball 
cavity, nasal sinuses, lungs, and occa-
sionally the bones. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2311, Jan. 14, 2000] 

§ 866.3050 Beta-glucan serological as-
says. 

(a) Identification. Beta-glucan sero-
logical assays are devices that consist 
of antigens or proteases used in sero-
logical assays. The device is intended 
for use for the presumptive diagnosis of 
fungal infection. The assay is indicated 
for use in patients with symptoms of, 
or medical conditions predisposing the 
patient to invasive fungal infection. 
The device can be used as an aid in the 
diagnosis of deep seated mycoses and 
fungemias. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
Serological Assays for the Detection of 
Beta-Glucan.’’ See § 866.1(e) for the 
availability of this guidance document. 

[69 FR 56936, Sept. 23, 2004] 
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§ 866.3060 Blastomyces dermatitidis se-
rological reagents. 

(a) Identification. Blastomyces 
dermatitidis serological reagents are de-
vices that consist of antigens and 
antisera used in serological tests to 
identify antibodies to Blastomyces 
determatitidis in serum. The identifica-
tion aids in the diagnosis of blasto-
mycosis caused by the fungus 
Blastomyces dermatitidis. Blastomycosis 
is a chronic granulomatous (tumor- 
like) disease, which may be limited to 
the skin or lung or may be widely dis-
seminated in the body resulting in le-
sions of the bones, liver, spleen, and 
kidneys. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59226, Nov. 3, 1998] 

§ 866.3065 Bordetella spp. serological 
reagents. 

(a) Identification. Bordetella spp. sero-
logical reagents are devices that con-
sist of antigens and antisera, including 
antisera conjugated with a fluorescent 
dye, used in serological tests to iden-
tify Bordetella spp. from cultured iso-
lates or directly from clinical speci-
mens. The identification aids in the di-
agnosis of diseases caused by bacteria 
belonging to the genus Bordetella and 
provides epidemiological information 
on these diseases. Bordetella spp. cause 
whooping cough (Bordetella pertussis) 
and other similiarly contagious and 
acute respiratory infections character-
ized by pneumonitis (inflammation of 
the lungs). 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.3085 Brucella spp. serological re-
agents. 

(a) Identification. Brucella spp. sero-
logical reagents are devices that con-
sist of antigens and antisera used for 

serological identification of Brucella 
spp. from cultured isolates derived 
from clinical specimens or to identify 
antibodies to Brucella spp. in serum. 
Additionally, some of these reagents 
consist of antisera conjugated with a 
fluorescent dye (immunofluorescent re-
agents) used to identify Brucella spp. 
directly from clinical specimens or cul-
tured isolates derived from clinical 
specimens. The identification aids in 
the diagnosis of brucellosis (e.g., undu-
lant fever, Malta fever) caused by bac-
teria belonging to the genus Brucella 
and provides epidemiological informa-
tion on diseases caused by these micro-
organisms. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59226, Nov. 3, 1998] 

§ 866.3110 Campylobacter fetus sero-
logical reagents. 

(a) Identification. Campylobacter fetus 
serological reagents are devices that 
consist of antisera conjugated with a 
fluorescent dye used to identify 
Campylobacter fetus from clinical speci-
mens or cultured isolates derived from 
clinical specimens. The identification 
aids in the diagnosis of diseases caused 
by this bacterium and provides epide-
miological information on these dis-
eases. Campylobacter fetus is a frequent 
cause of abortion in sheep and cattle 
and is sometimes responsible for endo-
carditis (inflammation of certain mem-
branes of the heart) and enteritis (in-
flammation of the intestines) in hu-
mans. 

(b) Classification. Class I (general con-
trols). 

§ 866.3120 Chlamydia serological re-
agents. 

(a) Identification. Chlamydia sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to 
chlamydia in serum. Additionally, 
some of these reagents consist of 
chlamydia antisera conjugated with a 
fluorescent dye used to identify 
chlamydia directly from clinical speci-
mens or cultured isolates derived from 
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clinical specimens. The identification 
aids in the diagnosis of disease caused 
by bacteria belonging to the genus 
Chlamydia and provides epidemiolog-
ical information on these diseases. 
Chlamydia are the causative agents of 
psittacosis (a form of pneumonia), 
lymphogranuloma venereum (a vene-
real disease), and trachoma (a chronic 
disease of the eye and eyelid). 

(b) Classification. Class I (general con-
trols). 

§ 866.3125 Citrobacter spp. serological 
reagents. 

(a) Identification. Citrobacter spp. sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify Citrobacter 
spp. from cultured isolates derived 
from clinical specimens. The identi-
fication aids in the diagnosis of disease 
caused by bacteria belonging to the 
genus Citrobacter and provides epide-
miological information on diseases 
caused by these microorganisms. 
Citrobacter spp. have occasionally been 
associated with urinary tract infec-
tions. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.3135 Coccidioides immitis sero-
logical reagents. 

(a) Identification. Coccidioides immitis 
serological reagents are devices that 
consist of antigens and antisera used in 
serological tests to identify antibodies 
to Coccidioides immitis in serum. The 
identification aids in the diagnosis of 
coccidioidomycosis caused by a fungus 
belonging to the genus Coccidioides and 
provides epidemiological information 
on diseases caused by this microorga-
nism. An infection with Coccidioides 
immitis produces symptoms varying in 
severity from those accompanying the 
common cold to those of influenza. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 

in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59226, Nov. 3, 1998] 

§ 866.3140 Corynebacterium spp. sero-
logical reagents. 

(a) Identification. Corynebacterium spp. 
serological reagents are devices that 
consist of antisera conjugated with a 
fluorescent dye used to identify 
Corynebacterium spp. from clinical 
specimens. The identification aids in 
the diagnosis of disease caused by bac-
teria belonging to the genus 
Corynebacterium and provides epidemio-
logical information on diseases caused 
by these microorganisms. The principal 
human pathogen of this genus, 
Corynebacterium diphtheriae, causes 
diphtheria. However, many other types 
of corynebacteria form part of the nor-
mal flora of the human respiratory 
tract, other mucus membranes, and 
skin, and are either nonpathogenic or 
have an uncertain role. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2311, Jan. 14, 2000] 

§ 866.3145 Coxsackievirus serological 
reagents. 

(a) Identification. Coxsackievirus se-
rological reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to 
coxsackievirus in serum. Additionally, 
some of these reagents consist of 
coxsackievirus antisera conjugated 
with a fluorescent dye that are used to 
identify coxsackievirus from clinical 
specimens or from tissue culture iso-
lates derived from clinical specimens. 
The identification aids in the diagnosis 
of coxsackievirus infections and pro-
vides epidemiological information on 
diseases caused by these viruses. 
Coxsackieviruses produce a variety of 
infections, including common colds, 
meningitis (inflammation of brain and 
spinal cord membranes), herpangina 
(brief fever accompanied by ulcerated 
lesions of the throat), and 
myopericarditis (inflammation of heart 
tissue). 
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(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2311, Jan. 14, 2000] 

§ 866.3165 Cryptococcus neoformans se-
rological reagents. 

(a) Identification. Cryptococcus 
neoformans serological reagents are de-
vices that consist of antigens used in 
serological tests to identify antibodies 
to Cryptococcus neoformans in serum. 
Additionally, some of these reagents 
consist of antisera conjugated with a 
fluorescent dye (immunofluorescent re-
agents) and are used to identify 
Cryptococcus neoformans directly from 
clinical specimens or from cultured 
isolates derived from clinical speci-
mens. The identification aids in the di-
agnosis of cryptococcosis and provides 
epidemiological information on this 
type of disease. Cryptococcosis infec-
tions are found most often as chronic 
meningitis (inflammation of brain 
membranes) and, if not treated, are 
usually fatal. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59226, Nov. 3, 1998] 

§ 866.3175 Cytomegalovirus serological 
reagents. 

(a) Identification. Cytomegalovirus se-
rological reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to 
cytomegalovirus in serum. The identi-
fication aids in the diagnosis of dis-
eases caused by cytomegaloviruses 
(principally cytomegalic inclusion dis-
ease) and provides epidemiological in-
formation on these diseases. 
Cytomegalic inclusion disease is a gen-
eralized infection of infants and is 
caused by intrauterine or early post-
natal infection with the virus. The dis-
ease may cause severe congenital ab-
normalities, such as microcephaly (ab-
normal smallness of the head), motor 
disability, and mental retardation. 
Cytomegalovirus infection has also 

been associated with acquired hemo-
lytic anemia, acute and chronic hepa-
titis, and an infectious mononucleosis- 
like syndrome. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.3200 Echinococcus spp. sero-
logical reagents. 

(a) Identification. Echinococcus spp. se-
rological reagents are devices that con-
sist of Echinococcus spp. antigens and 
antisera used in serological tests to 
identify antibodies to Echinococcus spp. 
in serum. The identification aids in the 
diagnosis of echinococcosis, caused by 
parasitic tapeworms belonging to the 
genus Echinococcus and provides epide-
miological information on this disease. 
Echinococcosis is characterized by the 
development of cysts in the liver, lung, 
kidneys, and other organs formed by 
the larva of the infecting organisms. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2311, Jan. 14, 2000] 

§ 866.3205 Echovirus serological re-
agents. 

(a) Identification. Echovirus sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to 
echovirus in serum. Additionally, some 
of these reagents consist of echovirus 
antisera conjugated with a fluorescent 
dye used to identify echoviruses from 
clinical specimens or from tissue cul-
ture isolates derived from clinical 
specimens. The identification aids in 
the diagnosis of echovirus infections 
and provides epidemiological informa-
tion on diseases caused by these vi-
ruses. Echoviruses cause illnesses such 
as meningitis (inflammation of the 
brain and spinal cord membranes), feb-
rile illnesses (accompanied by fever) 
with or without rash, and the common 
cold. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.3210 Endotoxin assay. 

(a) Identification. An endotoxin assay 
is a device that uses serological tech-
niques in whole blood. The device is in-
tended for use in conjunction with 
other laboratory findings and clinical 
assessment of the patient to aid in the 
risk assessment of critically ill pa-
tients for progression to severe sepsis. 

(b) Classification. Class II (special 
controls). The special control for this 
device is the FDA guidance entitled 
‘‘Class II Special Controls Guidance 
Document: Endotoxin Assay.’’ See 
§ 866.1(e) for the availability of this 
guidance document. 

[68 FR 62008, Oct. 31, 2003. Redesignated at 70 
FR 53069, Sept. 7, 2005] 

§ 866.3220 Entamoeba histolytica sero-
logical reagents. 

(a) Identification. Entamoeba 
histolytica serological reagents are de-
vices that consist of antigens and 
antisera used in serological tests to 
identify antibodies to Entamoeba 
histolytica in serum. Additionally, some 
of these reagents consist of antisera 
conjugated with a fluorescent dye 
(immunofluorescent reagents) used to 
identify Entamoeba histolytica directly 
from clinical specimens. The identi-
fication aids in the diagnosis of amebi-
asis caused by the microscopic proto-
zoan parasite Entamoeba histolytica and 
provides epidemiological information 
on diseases caused by this parasite. 
The parasite may invade the skin, 
liver, intestines, lungs, and diaphragm, 
causing disease conditions such as in-
dolent ulcers, an amebic hepatitis, 
amebic dysentery, and pulmonary le-
sions. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982; 47 FR 56846, Dec. 21, 
1982, as amended at 63 FR 59226, Nov. 3, 1998] 

§ 866.3225 Enterovirus nucleic acid 
assay. 

(a) Identification. An enterovirus nu-
cleic acid assay is a device that con-
sists of primers, probes, enzymes, and 
controls for the amplification and de-
tection of enterovirus ribonucleic acid 
(RNA) in cerebrospinal fluid (CSF) 
from individuals who have signs and 
symptoms consistent with meningitis 
or meningoencephalitis. The detection 
of enterovirus RNA, in conjunction 
with other laboratory tests, aids in the 
clinical laboratory diagnosis of viral 
meningitis caused by enterovirus. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
Nucleic Acid Amplification Assay for 
the Detection of Enterovirus RNA.’’ 
See § 866.1(e) for the availability of this 
guidance document. 

[74 FR 8, Jan. 2, 2009] 

§ 866.3235 Epstein-Barr virus sero-
logical reagents. 

(a) Identification. Epstein-Barr virus 
serological reagents are devices that 
consist of antigens and antisera used in 
serological tests to identify antibodies 
to Epstein-Barr virus in serum. The 
identification aids in the diagnosis of 
Epstein-Barr virus infections and pro-
vides epidemiological information on 
diseases caused by these viruses. Ep-
stein-Barr viruses are thought to cause 
infectious mononucleosis and have 
been associated with Burkitt’s 
lymphoma (a tumor of the jaw in Afri-
can children and young adults) and 
postnasal carcinoma (cancer). 

(b) Classification. Class I (general con-
trols). 

§ 866.3240 Equine encephalomyelitis 
virus serological reagents. 

(a) Identification. Equine 
encephalomyelitis virus serological re-
agents are devices that consist of anti-
gens and antisera used in serological 
tests to identify antobodies to equine 
encephalomyelitis virus in serum. The 
identification aids in the diagnosis of 
diseases caused by equine 
encephalomyelitis viruses and provides 
epidemiological information on these 
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viruses. Equine encephalomyelitis vi-
ruses are transmitted to humans by 
the bite of insects, such as mosquitos 
and ticks, and may cause encephalitis 
(inflammation of the brain), rash, 
acute arthritis, or hepatitis. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2311, Jan. 14, 2000] 

§ 866.3250 Erysipelothrix rhusiopathiae 
serological reagents. 

(a) Identification. Erysipelothrix 
rhusiopathiae serological reagents are 
devices that consist of antigens and 
antisera used in serological tests to 
identify Erysipelothrix rhusiopathiae 
from cultured isolates derived from 
clinical specimens. The identification 
aids in the diagnosis of disease caused 
by this bacterium belonging to the 
genus Erysipelothrix. This organism is 
responsible for a variety of inflamma-
tions of the skin following skin abra-
sions from contact with fish, shellfish, 
or poultry. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.3255 Escherichia coli serological 
reagents. 

(a) Identification. Escherichia coli sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify Escherichia 
coli from cultured isolates derived from 
clinical specimens. Additionally, some 
of these reagents consist of Escherichia 
coli antisera conjugated with a fluores-
cent dye used to identify Escherichia 
coli directly from clinical specimens or 
cultured isolates derived from clinical 
specimens. The identification aids in 
the diagnosis of diseases caused by this 
bacterium belonging to the genus Esch-
erichia, and provides epidemiological 
information on diseases caused by this 
microorganism. Although Escherichia 
coli constitutes the greater part of the 

microorganisms found in the intestinal 
tract in humans and is usually non-
pathogenic, those strains which are 
pathogenic may cause urinary tract in-
fections or epidemic diarrheal disease, 
especially in children. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38791, July 25, 
2001] 

§ 866.3270 Flavobacterium spp. sero-
logical reagents. 

(a) Identification. Flavobacterium spp. 
serological reagents are devices that 
consist of antigens and antisera used in 
serological tests to identify 
Flavobacteriuim spp. from cultured iso-
lates derived from clinical specimens. 
The identification aids in the diagnosis 
of disease caused by bacteria belonging 
to the genus Flavobacterium and pro-
vides epidemiological information on 
diseases caused by these microorga-
nisms. Most members of this genus are 
found in soil and water and, under cer-
tain conditions, may become patho-
genic to humans. Flavobacterium 
meningosepticum is highly virulent for 
the newborn, in whom it may cause 
epidemics of septicemia (blood poi-
soning) and meningitis (inflammation 
of the membranes of the brain) and is 
usually attributable to contaminated 
hospital equipment. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25046, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.3280 Francisella tularensis sero-
logical reagents. 

(a) Identification. Francisella tularensis 
serological reagents are devices that 
consist of antigens and antisera used in 
serological tests to identify antibodies 
to Francisella tularensis in serum or to 
identify Francisella tularensis in cul-
tured isolates derived from clinical 
specimens. Additionally, some of these 
reagents consist of antisera conjugated 
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with a fluorescent dye 
(immunofluorescent reagents) used to 
identify Francisella tularensis directly 
from clinical specimens. The identi-
fication aids in the diagnosis of tula-
remia caused by Francisella tularensis 
and provides epidemiological informa-
tion on this disease. Tularemia is a 
desease principally of rodents, but may 
be transmitted to humans through 
handling of infected animals, animal 
products, or by the bites of fleas and 
ticks. The disease takes on several 
forms depending upon the site of infec-
tion, such as skin lesions, lymph node 
enlargements, or pulmonary infection. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59226, Nov. 3, 1998] 

§ 866.3290 Gonococcal antibody test 
(GAT). 

(a) Identification. A gonococcal anti-
body test (GAT) is an in vitro device 
that consists of the reagents intended 
to identify by immunochemical tech-
niques, such as latex agglutination, in-
direct fluorescent antibody, or 
radioimmunoassay, antibodies to 
Neisseria gonorrhoeae in sera of asymp-
tomatic females at low risk of infec-
tion. Identification of antibodies with 
this device may indicate past or 
present infection of the patient with 
Neisseria gonorrhoeae. 

(b) Classification. Class III (premarket 
approval) (transitional device). 

(c) Date PMA or notice of completion of 
a PDP is required. As of May 28, 1976, an 
approval under section 515 of the act is 
required before this device may be 
commercially distributed. See § 866.3. 

[47 FR 50823, Nov. 9, 1982, as amended at 52 
FR 17734, May 11, 1987] 

§ 866.3300 Haemophilus spp. sero-
logical reagents. 

(a) Identification. Haemophilus spp. se-
rological reagents are devices that con-
sist of antigens and antisera, including 
antisera conjugated with a fluorescent 
dye, that are used in serological tests 
to identify Haemophilus spp. directly 
from clinical specimens or tissue cul-
ture isolates derived from clinical 

specimens. The identification aids in 
the diagnosis of diseases caused by bac-
teria belonging to the genus 
Haemophilus and provides epidemiolog-
ical information on diseases cause by 
these microorganisms. Diseases most 
often caused by Haemophilus spp. in-
clude pneumonia, pharyngitis, sinus-
itis, vaginitis, chancroid venereal dis-
ease, and a contagious form of conjunc-
tivitis (inflammation of eyelid mem-
branes). 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59226, Nov. 3, 1998] 

§ 866.3305 Herpes simplex virus sero-
logical assays. 

(a) Identification. Herpes simplex 
virus serological assays are devices 
that consist of antigens and antisera 
used in various serological tests to 
identify antibodies to herpes simplex 
virus in serum. Additionally, some of 
the assays consist of herpes simplex 
virus antisera conjugated with a fluo-
rescent dye (immunofluorescent as-
says) used to identify herpes simplex 
virus directly from clinical specimens 
or tissue culture isolates derived from 
clinical specimens. The identification 
aids in the diagnosis of diseases caused 
by herpes simplex viruses and provides 
epidemiological information on these 
diseases. Herpes simplex viral infec-
tions range from common and mild le-
sions of the skin and mucous mem-
branes to a severe form of encephalitis 
(inflammation of the brain). Neonatal 
herpes virus infections range from a 
mild infection to a severe generalized 
disease with a fatal outcome. 

(b) Classification. Class II (special 
controls). The device is classified as 
class II (special controls). The special 
control for the device is FDA’s revised 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
Herpes Simplex Virus Types 1 and 2 Se-
rological Assays.’’ For availability of 
the guidance revised document, see 
§ 866.1(e). 

[72 FR 15830, Apr. 3, 2007, as amended at 74 
FR 42775, Aug. 25, 2009; 76 FR 48717, Aug. 9, 
2011] 
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§ 866.3310 Hepatitis A virus (HAV) se-
rological assays. 

(a) Identification. HAV serological as-
says are devices that consist of anti-
gens and antisera for the detection of 
hepatitis A virus-specific IgM, IgG, or 
total antibodies (IgM and IgG), in 
human serum or plasma. These devices 
are used for testing specimens from in-
dividuals who have signs and symp-
toms consistent with acute hepatitis to 
determine if an individual has been 
previously infected with HAV, or as an 
aid to identify HAV-susceptible indi-
viduals. The detection of these anti-
bodies aids in the clinical laboratory 
diagnosis of an acute or past infection 
by HAV in conjunction with other clin-
ical laboratory findings. These devices 
are not intended for screening blood or 
solid or soft tissue donors. 

(b) Classification. Class II (special 
controls). The special control is 
‘‘Guidance for Industry and FDA Staff: 
Class II Special Controls Guidance 
Document: Hepatitis A Virus Sero-
logical Assays.’’ See § 866.1(e) for the 
availability of this guidance document. 

[FR 6679, Feb. 9, 2006] 

§ 866.3320 Histoplasma capsulatum se-
rological reagents. 

(a) Identification. Histoplasma 
capsulatum serological reagents are de-
vices that consist of antigens and 
antisera used in serological tests to 
identify antibodies to Histoplasma 
capsulatum in serum. Additionally, 
some of these reagents consist of 
Histoplasma capsulatum antisera con-
jugated with a fluorescent dye 
(immunofluorescent reagents) used to 
identify Histoplasma capsulatum from 
clinical specimens or cultured isolates 
derived from clinical specimens. The 
identification aids in the diagnosis of 
histoplasmosis caused by this fungus 
belonging to the genus Histoplasma and 
provides epidemiological information 
on the diseases caused by this fungus. 
Histoplasmosis usually is a mild and 
often asymptomatic respiratory infec-
tion, but in a small number of infected 
individuals the lesions may spread to 
practically all tissues and organs. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 

in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59227, Nov. 3, 1998] 

§ 866.3330 Influenza virus serological 
reagents. 

(a) Identification. Influenza virus sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to 
influenza in serum. The identification 
aids in the diagnosis of influenza (flu) 
and provides epidemiological informa-
tion on influenza. Influenza is an acute 
respiratory tract disease, which is 
often epidemic. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.3332 Reagents for detection of 
specific novel influenza A viruses. 

(a) Identification. Reagents for detec-
tion of specific novel influenza A vi-
ruses are devices that are intended for 
use in a nucleic acid amplification test 
to directly detect specific virus RNA in 
human respiratory specimens or viral 
cultures. Detection of specific virus 
RNA aids in the diagnosis of influenza 
caused by specific novel influenza A vi-
ruses in patients with clinical risk of 
infection with these viruses, and also 
aids in the presumptive laboratory 
identification of specific novel influ-
enza A viruses to provide epidemiolog-
ical information on influenza. These 
reagents include primers, probes, and 
specific influenza A virus controls. 

(b) Classification. Class II (special 
controls). The special controls are: 

(1) FDA’s guidance document entitled 
‘‘Class II Special Controls Guidance 
Document: Reagents for Detection of 
Specific Novel Influenza A Viruses.’’ 
See § 866.1(e) for information on obtain-
ing this document. 

(2) The distribution of these devices 
is limited to laboratories with experi-
enced personnel who have training in 
standardized molecular testing proce-
dures and expertise in viral diagnosis, 
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and appropriate biosafety equipment 
and containment. 

[71 FR 14379, Mar. 22, 2006] 

§ 866.3336 John Cunningham Virus se-
rological reagents. 

(a) Identification. John Cunningham 
Virus serological reagents are devices 
that consist of antigens and antisera 
used in serological assays to identify 
antibodies to John Cunningham Virus 
in serum and plasma. The identifica-
tion aids in the risk stratification for 
the development of progressive 
multifocal leukoencephalopathy in 
multiple sclerosis and Crohn’s disease 
patients undergoing natalizumab ther-
apy. These devices are for adjunctive 
use, in the context of other clinical 
risk factors for the development of pro-
gressive multifocal leukoenceph-
alopathy. 

(b) Classification. Class II (special 
controls). The special control for this 
device is the FDA guideline document 
entitled ‘‘Class II Special Controls 
Guideline: John Cunningham Virus Se-
rological Reagents.’’ For availability 
of the guideline document, see 
§ 866.1(e). 

[79 FR 3740, Jan. 23, 2014] 

§ 866.3340 Klebsiella spp. serological 
reagents. 

(a) Identification. Klebsiella spp. sero-
logical reagents are devices that con-
sist of antigens and antisera, including 
antisera conjugated with a fluorescent 
dye (immunofluorescent reagents), 
that are used in serological tests to 
identify Klebsiella spp. from cultured 
isolates derived from clinical speci-
mens. The identification aids in the di-
agnosis of diseases caused by bacteria 
belonging to the genus Klebsiella and 
provides epidemiological information 
on these diseases. These organisms can 
cause serious urinary tract and pul-
monary infections, particularly in hos-
pitalized patients. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.3350 Leptospira spp. serological 
reagents. 

(a) Identification. Leptospira spp. sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to 
Leptospira spp. in serum or identify 
Leptospira spp. from cultured isolates 
derived from clinical specimens. Addi-
tionally, some of these antisera are 
conjugated with a fluorescent dye 
(immunofluorescent reagents) and used 
to identify Leptospira spp. directly 
from clinical specimens. The identi-
fication aids in the diagnosis of lepto-
spirosis caused by bacteria belonging 
to the genus Leptospira and provides ep-
idemiological information on this dis-
ease. Leptospira infections range from 
mild fever-producing illnesses to severe 
liver and kidney involvement pro-
ducing hemorrhage and dysfunction of 
these organs. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59227, Nov. 3, 1998] 

§ 866.3355 Listeria spp. serological re-
agents. 

(a) Identification. Listeria spp. sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify Listeria spp. 
from cultured isolates derived from 
clinical specimens. Additionally, some 
of these reagents consist of Listeria spp. 
antisera conjugated with a fluorescent 
dye (immunofluorescent reagents) used 
to identify Listeria spp. directly from 
clinical specimens. The identification 
aids in the diagnosis of listeriosis, a 
disease caused by bacteria belonging to 
the genus Listeria, and provides epide-
miological information on diseases 
caused by these microorganisms. Lis-
teria monocytogenes, the most common 
human pathogen of this genus, causes 
meningitis (inflammation of the brain 
membranes) and meningoencephalitis 
(inflammation of the brain and brain 
membranes) and is often fatal if un-
treated. A second form of human 
listeriosis is an intrauterine infection 
in pregnant women that results in a 
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high mortality rate for infants before 
or after birth. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2311, Jan. 14, 2000] 

§ 866.3360 Lymphocytic choriomenin-
gitis virus serological reagents. 

(a) Identification. Lymphocytic cho-
riomeningitis virus serological re-
agents are devices that consist of anti-
gens and antisera used in serological 
tests to identify antibodies to 
lymphocytic choriomeningitis virus in 
serum. The identification aids in the 
diagnosis of lymphocytic choriomenin-
gitis virus infections and provides epi-
demiological information on diseases 
caused by these viruses. Lymphocytic 
choriomeningitis viruses usually cause 
a mild cerebral meningitis (inflamma-
tion of membranes that envelop the 
brain) and occasionally a mild pneu-
monia, but in rare instances may 
produce severe and even fatal illnesses 
due to complications from cerebral 
meningitis and pneumonia. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2311, Jan. 14, 2000] 

§ 866.3370 Mycobacterium tuberculosis 
immunofluorescent reagents. 

(a) Identification. Mycobacterium tu-
berculosis immunofluorescent reagents 
are devices that consist of antisera 
conjugated with a fluorescent dye used 
to identify Mycobacterium tuberculosis 
directly from clinical specimens. The 
identification aids in the diagnosis of 
tuberculosis and provides epidemiolog-
ical information on this disease. 
Mycobacterium tuberculosis is the com-
mon causative organism in human tu-
berculosis, a chronic infectious disease 
characterized by formation of tubercles 
(small rounded nodules) and tissue ne-
crosis (destruction), usually occurring 
in the lung. 

(b) Classification. Class I (general con-
trols). 

§ 866.3375 Mycoplasma spp. serological 
reagents. 

(a) Identification. Mycoplasma spp. se-
rological reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to 
Mycoplasma spp. in serum. Addition-
ally, some of these reagents consist of 
Mycoplasma spp. antisera conjugated 
with a fluorescent dye 
(immunofluorescent reagents) used to 
identify Mycoplasma spp. directly from 
clinical specimens. The identification 
aids in the diagnosis of disease caused 
by bacteria belonging to the genus 
Mycoplasma and provides epidemiolog-
ical information on diseases caused by 
these microorganisms. Mycoplasma spp. 
are associated with inflammatory con-
ditions of the urinary and respiratory 
tracts, the genitals, and the mouth. 
The effects in humans of infection with 
Mycoplasma pneumoniae range from 
inapparent infection to mild or severe 
upper respiratory disease, ear infec-
tion, and bronchial pneumonia. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2311, Jan. 14, 2000] 

§ 866.3380 Mumps virus serological re-
agents. 

(a) Identification. Mumps virus sero-
logical reagents consist of antigens and 
antisera used in serological tests to 
identify antibodies to mumps virus in 
serum. Additionally, some of these re-
agents consist of antisera conjugated 
with a fluorescent dye 
(immunofluorescent reagents) used in 
serological tests to identify mumps vi-
ruses from tissue culture isolates de-
rived from clinical specimens. The 
identification aids in the diagnosis of 
mumps and provides epidemiological 
information on mumps. Mumps is an 
acute contagious disease, particularly 
in children, characterized by an en-
largement of one or both of the parotid 
glands (glands situated near the ear), 
although other organs may also be in-
volved. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2311, Jan. 14, 2000] 

§ 866.3390 Neisseria spp. direct sero-
logical test reagents. 

(a) Identification. Neisseria spp. direct 
serological test reagents are devices 
that consist of antigens and antisera 
used in serological tests to identify 
Neisseria spp. from cultured isolates. 
Additionally, some of these reagents 
consist of Neisseria spp. antisera con-
jugated with a fluorescent dye 
(immunofluorescent reagents) which 
may be used to detect the presence of 
Neisseria spp. directly from clinical 
specimens. The identification aids in 
the diagnosis of disease caused by bac-
teria belonging to the genus Neisseria, 
such as epidemic cerebrospinal menin-
gitis, meningococcal disease, and gon-
orrhea, and also provides epidemiolog-
ical information on diseases caused by 
these microorganisms. The device does 
not include products for the detection 
of gonorrhea in humans by indirect 
methods, such as detection of anti-
bodies or of oxidase produced by gono-
coccal organisms. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.3395 Norovirus serological re-
agents. 

(a) Identification. Norovirus sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to detect the presence of 
norovirus antigens in fecal samples. 
These devices aid in the diagnosis of 
norovirus infection in the setting of an 
individual patient with symptoms of 
acute gastroenteritis when the indi-
vidual patient is epidemiologically 
linked to other patients with symp-
toms of acute gastroenteritis and/or 
aid in the identification of norovirus as 
the etiology of an outbreak of acute 
gastroenteritis in the setting of 
epidemiologically linked patients with 
symptoms of acute gastroenteritis. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
Norovirus Serological Reagents.’’ See 

§ 866.1(e) for the availability of this 
guidance document. 

[76 FR 14274, Mar. 9, 2012] 

§ 866.3400 Parainfluenza virus sero-
logical reagents. 

(a) Identification. Parainfluenza virus 
serological reagents are devices that 
consist of antigens and antisera used in 
serological tests to identify antibodies 
to parainfluenza virus in serum. The 
identification aids in the diagnosis of 
parainfluenza virus infections and pro-
vides epidemiological information on 
diseases caused by these viruses. 
Parainfluenza viruses cause a variety 
of respiratory illnesses ranging from 
the common cold to pneumonia. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.3402 Plasmodium species antigen 
detection assays. 

(a) Identification. A Plasmodium spe-
cies antigen detection assay is a device 
that employs antibodies for the detec-
tion of specific malaria parasite anti-
gens, including histidine-rich protein-2 
(HRP2) specific antigens, and pan ma-
larial antigens in human whole blood. 
These devices are used for testing 
specimens from individuals who have 
signs and symptoms consistent with 
malaria infection. The detection of 
these antigens aids in the clinical lab-
oratory diagnosis of malaria caused by 
the four malaria species capable of in-
fecting humans: Plasmodium falciparum, 
Plasmodium vivax, Plasmodium ovale, 
and Plasmodium malariae, and aids in 
the differential diagnosis of Plasmodium 
falciparum infections from other less 
virulent Plasmodium species. The device 
is intended for use in conjunction with 
other clinical laboratory findings. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
Plasmodium species Antigen Detection 
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Assays.’’ See § 866.1(e) for the avail-
ability of this guidance document. 

[73 FR 29054, May 20, 2008] 

§ 866.3405 Poliovirus serological re-
agents. 

(a) Identification. Poliovirus sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to 
poliovirus in serum. Additionally, some 
of these reagents consist of poliovirus 
antisera conjugated with a fluorescent 
dye (immunofluorescent reagents) used 
to identify polioviruses from clinical 
specimens or from tissue culture iso-
lates derived from clinical specimens. 
The identification aids in the diagnosis 
of poliomyelitis (polio) and provides 
epidemiological information on this 
disease. Poliomyelitis is an acute in-
fectious disease which in its serious 
form affects the central nervous sys-
tem resulting in atrophy (wasting 
away) of groups of muscles, ending in 
contraction and permanent deformity. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.3410 Proteus spp. (Weil-Felix) se-
rological reagents. 

(a) Identification. Proteus spp. (Weil- 
Felix) serological reagents are devices 
that consist of antigens and antisera, 
including antisera conjugated with a 
fluorescent dye (immunofluorescent re-
agents), derived from the bacterium 
Proteus vulgaris used in agglutination 
tests (a specific type of antigen-anti-
body reaction) for the detection of 
antibodies to rickettsia (virus-like bac-
teria) in serum. Test results aid in the 
diagnosis of diseases caused by bacteria 
belonging to the genus Rickettsiae and 
provide epidemiological information on 
these diseases. Rickettsia are generally 
transmitted by arthropods (e.g., ticks 
and mosquitoes) and produce infections 
in humans characterized by rash and 
fever (e.g., typhus fever, spotted fever, 
Q fever, and trench fever). 

(b) Classification. Class I (general con-
trols). The device is exempt from the 

premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.3415 Pseudomonas spp. sero-
logical reagents. 

(a) Identification. Pseudomonas spp. se-
rological reagents are devices that con-
sist of antigens and antisera, including 
antisera conjugated with a fluorescent 
dye (immunofluorescent reagents), 
used to identify Pseudomonas spp. from 
clinical specimens or from cultured 
isolates derived from clinical speci-
mens. The identification aids in the di-
agnosis of disease caused by bacteria 
belonging to the genus Pseudomonas. 
Pseudomonas aeruginosa is a major 
cause of hospital-acquired infections, 
and has been associated with urinary 
tract infections, eye infections, burn 
and wound infections, blood poisoning, 
abscesses, and meningitis (inflamma-
tion of brain membranes). Pseudomonas 
pseudomallei causes melioidosis, a 
chronic pneumonia. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59227, Nov. 3, 1998] 

§ 866.3460 Rabiesvirus immuno-
fluorescent reagents. 

(a) Identification. Rabiesvirus 
immunofluorescent reagents are de-
vices that consist of rabiesvirus 
antisera conjugated with a fluorescent 
dye used to identify rabiesvirus in 
specimens taken from suspected rabid 
animals. The identification aids in the 
diagnosis of rabies in patients exposed 
by animal bites and provides epidemio-
logical information on rabies. Rabies is 
an acute infectious disease of the cen-
tral nervous system which, if 
undiagnosed, may be fatal. The disease 
is commonly transmitted to humans by 
a bite from a rabid animal. 

(b) Classification. Class II (perform-
ance standards). 
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§ 866.3470 Reovirus serological re-
agents. 

(a) Identification. Reovirus serological 
reagents are devices that consist of 
antigens and antisera used in sero-
logical tests to identify antibodies to 
reovirus in serum. The identification 
aids in the diagnosis of reovirus infec-
tions and provides epidemiological in-
formation on diseases caused by these 
viruses. Reoviruses are thought to 
cause only mild respiratory and gastro-
intestinal illnesses. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.3480 Respiratory syncytial virus 
serological reagents. 

(a) Identification. Respiratory 
syncytial virus serological reagents are 
devices that consist of antigens and 
antisera used in serological tests to 
identify antibodies to respiratory 
syncytial virus in serum. Additionally, 
some of these reagents consist of res-
piratory syncytial virus antisera con-
jugated with a fluorescent dye 
(immunofluorescent reagents) and used 
to identify respiratory syncytial vi-
ruses from clinical specimens or from 
tissue culture isolates derived from 
clinical specimens. The identification 
aids in the diagnosis of respiratory 
syncytial virus infections and provides 
epidemiological information on dis-
eases caused by these viruses. Res-
piratory syncytial viruses cause a 
number of respiratory tract infections, 
including the common cold, pharyn-
gitis, and infantile bronchopneumonia. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.3490 Rhinovirus serological re-
agents. 

(a) Identification. Rhinovirus sero-
logical reagents are devices that con-

sist of antigens and antisera used in se-
rological tests to identify antibodies to 
rhinovirus in serum. The identification 
aids in the diagnosis of rhinovirus in-
fections and provides epidemiological 
information on diseases caused by 
these viruses. Rhinoviruses cause com-
mon colds. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.3500 Rickettsia serological re-
agents. 

(a) Identification. Rickettsia sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to 
rickettsia in serum. Additionally, some 
of these reagents consist of rickettsial 
antisera conjugated with a fluorescent 
dye (immunofluorescent reagents) used 
to identify rickettsia directly from 
clinical specimens. The identification 
aids in the diagnosis of diseases caused 
by virus-like bacteria belonging to the 
genus Rickettsiae and provides epide-
miological information on these dis-
eases. Rickettsia are generally trans-
mitted by arthropods (e.g., ticks and 
mosquitoes) and produce infections in 
humans characterized by rash and 
fever (e.g., typhus fever, spotted fever, 
Q fever, and trench fever). 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.3510 Rubella virus serological re-
agents. 

(a) Identification. Rubella virus sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to 
rubella virus in serum. The identifica-
tion aids in the diagnosis of rubella 
(German measles) or confirmation of a 
person’s immune status from past in-
fections or immunizations and provides 
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epidemiological information on Ger-
man measles. Newborns infected in the 
uterus with rubella virus may be born 
with multiple congenital defects (ru-
bella syndrome). 

(b) Classification. Class II. The special 
controls for this device are: 

(1) National Committee for Clinical 
Laboratory Standards’: 

(i) 1/LA6 ‘‘Detection and Quantita-
tion of Rubella IgG Antibody: Evalua-
tion and Performance Criteria for Mul-
tiple Component Test Products, 
Speciment Handling, and Use of the 
Test Products in the Clinical Labora-
tory, October 1997,’’ 

(ii) 1/LA18 ‘‘Specifications for 
Immunological Testing for Infectious 
Diseases, December 1994,’’ 

(iii) D13 ‘‘Agglutination Characteris-
tics, Methodology, Limitations, and 
Clinical Validation, October 1993,’’ 

(iv) EP5 ‘‘Evaluation of Precision 
Performance of Clinical Chemistry De-
vices, February 1999,’’ and 

(v) EP10 ‘‘Preliminary Evaluation of 
the Linearity of Quantitive Clinical 
Laboratory Methods, May 1998,’’ 

(2) Centers for Disease Control’s: 
(i) Low Titer Rubella Standard, 
(ii) Reference Panel of Well Charac-

terized Rubella Sera, and 
(3) World Health Organization’s 

International Rubella Standard. 

[47 FR 50823, Nov. 9, 1982, as amended at 52 
FR 17734, May 11, 1987; 65 FR 17144, Mar. 31, 
2000] 

§ 866.3520 Rubeola (measles) virus se-
rological reagents. 

(a) Identification. Rubeola (measles) 
virus serological reagents are devices 
that consist of antigens and antisera 
used in serological tests to identify 
antibodies to rubeola virus in serum. 
The identification aids in the diagnosis 
of measles and provides epidemiolog-
ical information on the disease. Mea-
sles is an acute, highly infectious dis-
ease of the respiratory and 
reticuloendothelial tissues, particu-
larly in children, characterized by a 
confluent and blotchy rash. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 

subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.3550 Salmonella spp. serological 
reagents. 

(a) Identification. Salmonella spp. sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify Salmonella 
spp. from cultured isolates derived 
from clinical specimens. Additionally, 
some of these reagents consist of 
antisera conjugated with a fluorescent 
dye (immunofluorescent reagents) used 
to identify Salmonella spp. directly 
from clinical specimens or cultured 
isolates derived from clinical speci-
mens. The identification aids in the di-
agnosis of salmonellosis caused by bac-
teria belonging to the genus Salmonella 
and provides epidemiological informa-
tion on this disease. Salmonellosis is 
characterized by high grade fever (‘‘en-
teric fever’’), severe diarrhea, and 
cramps. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59227, Nov. 3, 1998] 

§ 866.3600 Schistosoma spp. serological 
reagents. 

(a) Identification. Schistosoma spp. se-
rological reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify antibodies to 
Schistosoma spp. in serum. The identi-
fication aids in the diagnosis of schis-
tosomiasis caused by parasitic 
flatworms of the genus Schistosoma. 
Schistosomiasis is characterized by a 
variety of acute and chronic infections. 
Acute infection is marked by fever, al-
lergic symptoms, and diarrhea. Chronic 
effects are usually severe and are 
caused by fibrous degeneration of tis-
sue around deposited eggs of the para-
site in the liver, lungs, and central 
nervous system. Schistosomes can also 
cause schistosome dermatitis (e.g., 
swimmer’s itch), a skin disease marked 
by intense itching. 
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(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.3630 Serratia spp. serological re-
agents. 

(a) Identification. Serratia spp. sero-
logical reagents are devices that con-
sist of antigens and antisera used in se-
rological tests to identify Serratia spp. 
from cultured isolates. The identifica-
tion aids in the diagnosis of disease 
caused by bacteria belonging to the 
genus Serratia and provides epidemio-
logical information on these diseases. 
Serratia spp. are occasionally associ-
ated with gastroenteritis (food poi-
soning) and wound infections. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982 as amended at 54 FR 
25047, June 12, 1989; 66 FR 38792, July 25, 2001] 

§ 866.3660 Shigella spp. serological re-
agents. 

(a) Identification. Shigella spp. sero-
logical reagents are devices that con-
sist of antigens and antisera, including 
antisera conjugated with a fluorescent 
dye (immunofluorescent reagents), 
used in serological tests to identify 
Shigella spp. from cultured isolates. 
The identification aids in the diagnosis 
of shigellosis caused by bacteria be-
longing to the genus Shigella and pro-
vides epidemiological information on 
this disease. Shigellosis is character-
ized by abdominal pain, cramps, diar-
rhea, and fever. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59227, Nov. 3, 1998] 

§ 866.3680 Sporothrix schenckii sero-
logical reagents. 

(a) Identification. Sporothrix schenckii 
serological reagents are devices that 

consist of antigens and antisera used in 
serological tests to identify antibodies 
to Sporothrix schenckii in serum. The 
identification aids in the diagnosis of 
sporothrichosis caused by a fungus be-
longing to the genus Sporothrix and 
provides epidemiological information 
on this disease. Sporothrichosis is a 
chronic tumorlike infection primarily 
of the skin. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.3700 Staphylococcus aureus sero-
logical reagents. 

(a) Identification. Staphylococcus 
aureus serological reagents are devices 
that consist of antigens and antisera 
used in serological tests to identify 
enterotoxin (toxin affecting the intes-
tine) producing staphylococci from cul-
tured isolates. The identification aids 
in the diagnosis of disease caused by 
this bacterium belonging to the genus 
Staphylococcus and provides epidemio-
logical information on these diseases. 
Certain strains of Staphylococcus aureus 
produce an enterotoxin while growing 
in meat, dairy, or bakery products. 
After ingestion, this enterotoxin is ab-
sorbed in the gut and causes destruc-
tion of the intestinal lining 
(gastroenteritis). 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.3720 Streptococcus spp. exo-
enzyme reagents. 

(a) Identification. Streptococcus spp. 
exoenzyme reagents are devices used to 
identify antibodies to Streptococcus spp. 
exoenzyme in serum. The identifica-
tion aids in the diagnosis of disease 
caused by bacteria belonging to the 
genus Streptococcus and provides epide-
miological information on these dis-
eases. Pathogenic streptococci are as-
sociated with infections, such as sore 
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throat, impetigo (an infection charac-
terized by small pustules on the skin), 
urinary tract infections, rheumatic 
fever, and kidney disease. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 61 
FR 1119, Jan. 16, 1996; 66 FR 38792, July 25, 
2001] 

§ 866.3740 Streptococcus spp. sero-
logical reagents. 

(a) Identification. Streptococcus spp. 
serological reagents are devices that 
consist of antigens and antisera (ex-
cluding streptococcal exoenzyme re-
agents made from enzymes secreted by 
streptococci) used in serological tests 
to identify Streptococcus spp. from cul-
tured isolates derived from clinical 
specimens. The identification aids in 
the diagnosis of diseases caused by bac-
teria belonging to the genus Strepto-
coccus and provides epidemiological in-
formation on these diseases. Patho-
genic streptococci are associated with 
infections, such as sore throat, impe-
tigo (an infection characterized by 
small pustules on the skin), urinary 
tract infections, rheumatic fever, and 
kidney disease. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.3780 Toxoplasma gondii sero-
logical reagents. 

(a) Identification. Toxoplasma gondii 
serological reagents are devices that 
consist of antigens and antisera used in 
serological tests to identify antibodies 
to Toxoplasma gondii in serum. Addi-
tionally, some of these reagents consist 
of antisera conjugated with a fluores-
cent dye (immunofluorescent reagents) 
used to identify Toxoplasma gondii from 
clinical specimens. The identification 
aids in the diagnosis of toxoplasmosis 
caused by the parasitic protozoan 
Toxoplasma gondii and provides epide-
miological information on this disease. 
Congenital toxoplasmosis is character-

ized by lesions of the central nervous 
system, which if undetected and un-
treated may lead to brain defects, 
blindness, and death of an unborn 
fetus. The disease is characterized in 
children by inflammation of the brain 
and spinal cord. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.3820 Treponema pallidum non-
treponemal test reagents. 

(a) Identification. Treponema pallidum 
nontreponemal test reagents are de-
vices that consist of antigens derived 
from nontreponemal sources (sources 
not directly associated with 
treponemal organisms) and control 
sera (standardized sera with which test 
results are compared) used in sero-
logical tests to identify reagin, an anti-
body-like agent, which is produced 
from the reaction of treponema micro-
organisms with body tissues. The iden-
tification aids in the diagnosis of 
syphilis caused by microorganisms be-
longing to the genus Treponema and 
provides epidemiological information 
on syphilis. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.3830 Treponema pallidum tre-
ponemal test reagents. 

(a) Identification. Treponema pallidum 
treponemal test reagents are devices 
that consist of the antigens, antisera 
and all control reagents (standardized 
reagents with which test results are 
compared) which are derived from 
treponemal sources and that are used 
in the fluorescent treponemal antibody 
absorption test (FTA-ABS), the 
Treponema pallidum immobilization test 
(T.P.I.), and other treponemal tests 
used to identify antibodies to 
Treponema pallidum directly from in-
fecting treponemal organisms in 
serum. The identification aids in the 
diagnosis of syphilis caused by bacteria 
belonging to the genus Treponema and 
provides epidemiological information 
on syphilis. 

(b) Classification. Class II (perform-
ance standards). 
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§ 866.3850 Trichinella spiralis sero-
logical reagents. 

(a) Identification. Trichinella spiralis 
serological reagents are devices that 
consist of antigens and antisera used in 
serological tests to identify antibodies 
to Trichinella spiralis in serum. The 
identification aids in the diagnosis of 
trichinosis caused by parasitic 
roundworms belonging to the genus 
Trichinella and provides epidemiolog-
ical information on trichinosis. Trichi-
nosis is caused by ingestion of under-
cooked, infested meat, especially pork, 
and characterized by fever, muscle 
weakness, and diarrhea. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.3870 Trypanosoma spp. sero-
logical reagents. 

(a) Identification. Trypanosoma spp. 
serological reagents are devices that 
consist of antigens and antisera used in 
serological tests to identify antibodies 
to Trypanosoma spp. in serum. The 
identification aids in the diagnosis of 
trypanosomiasis, a disease caused by 
parasitic protozoans belonging to the 
genus Trypanosoma. Trypanosomiasis 
in adults is a chronic disease charac-
terized by fever, chills, headache, and 
vomiting. Central nervous system in-
volvement produces typical sleeping 
sickness syndrome: physical exhaus-
tion, inability to eat, tissue wasting, 
and eventual death. Chagas disease, an 
acute form of trypanosomiasis in chil-
dren, most seriously affects the central 
nervous system and heart muscle. 

(b) Classification. Class I (general con-
trols). 

§ 866.3900 Varicella-zoster virus sero-
logical reagents. 

(a) Identification. Varicella-zoster 
virus serological reagents are devices 
that consist of antigens and antisera 
used in serological tests to identify 
antibodies to varicella-zoster in serum. 
The identification aids in the diagnosis 
of diseases caused by varicella-zoster 
viruses and provides epidemiological 
information on these diseases. 

Varicella (chicken pox) is a mild, high-
ly infectious disease, chiefly of chil-
dren. Zoster (shingles) is the recurrent 
form of the disease, occurring in adults 
who were previously infected with 
varicella-zoster viruses. Zoster is the 
response (characterized by a rash) of 
the partially immune host to a reac-
tivation of varicella viruses present in 
latent form in the patient’s body. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.3930 Vibrio cholerae serological 
reagents. 

(a) Identification. Vibrio cholerae sero-
logical reagents are devices that are 
used in the agglutination (an antigen- 
antibody clumping reaction) test to 
identify Vibrio cholerae from cultured 
isolates derived from clinical speci-
mens. The identification aids in the di-
agnosis of cholera caused by the bac-
terium Vibrio cholerae and provides epi-
demiological information on cholera. 
Cholera is an acute infectious disease 
characterized by severe diarrhea with 
extreme fluid and electrolyte (salts) 
depletion, and by vomiting, muscle 
cramps, and prostration. If untreated, 
the severe dehydration may lead to 
shock, renal failure, cardiovascular 
collapse, and death. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59227, Nov. 3, 1998] 

§ 866.3940 West Nile virus serological 
reagents. 

(a) Identification. West Nile virus se-
rological reagents are devices that con-
sist of antigens and antisera for the de-
tection of anti-West Nile virus IgM 
antibodies, in human serum, from indi-
viduals who have signs and symptoms 
consistent with viral meningitis/en-
cephalitis. The detection aids in the 
clinical laboratory diagnosis of viral 
meningitis/encephalitis caused by West 
Nile virus. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance entitled ‘‘Class II Special 
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Controls Guidance Document: Sero-
logical Reagents for the Laboratory Di-
agnosis of West Nile Virus.’’ See 
§ 866.1(e) for the availability of this 
guidance document. 

[68 FR 61745, Oct. 30, 2003] 

§ 866.3950 In vitro human immuno-
deficiency virus (HIV) drug resist-
ance genotype assay. 

(a) Identification. The in vitro HIV 
drug resistance genotype assay is a de-
vice that consists of nucleic acid rea-
gent primers and probes together with 
software for predicting drug resistance/ 
susceptibility based on results obtained 
with these primers and probes. It is in-
tended for use in detecting HIV 
genomic mutations that confer resist-
ance to specific antiretroviral drugs, as 
an aid in monitoring and treating HIV 
infection. 

(b) Classification. Class II (special 
controls). The special control for this 
device is FDA’s guidance document en-
titled ‘‘Class II Special Controls Guid-
ance Document: In Vitro HIV Drug Re-
sistance Genotype Assay.’’ See § 866.1(e) 
for the availability of this guidance 
document. 

[72 FR 44382, Aug. 8, 2007] 

§ 866.3980 Respiratory viral panel mul-
tiplex nucleic acid assay. 

(a) Identification. A respiratory viral 
panel multiplex nucleic acid assay is a 
qualitative in vitro diagnostic device 
intended to simultaneously detect and 
identify multiple viral nucleic acids ex-
tracted from human respiratory speci-
mens or viral culture. The detection 
and identification of a specific viral 
nucleic acid from individuals exhib-
iting signs and symptoms of res-
piratory infection aids in the diagnosis 
of respiratory viral infection when used 
in conjunction with other clinical and 
laboratory findings. The device is in-
tended for detection and identification 
of a combination of the following vi-
ruses: 

(1) Influenza A and Influenza B; 
(2) Influenza A subtype H1 and Influ-

enza A subtype H3; 
(3) Respiratory Syncytial Virus 

subtype A and Respiratory Syncytial 
Virus subtype B; 

(4) Parainfluenza 1, Parainfluenza 2, 
and Parainfluenza 3 virus; 

(5) Human Metapneumovirus; 
(6) Rhinovirus; and 
(7) Adenovirus. 
(b) Classification. Class II (special 

controls). The special controls are: 
(1) FDA’s guidance document entitled 

‘‘Class II Special Controls Guidance 
Document: Respiratory Viral Panel 
Multiplex Nucleic Acid Assay;’’ 

(2) For a device that detects and 
identifies Human Metapneumovirus, 
FDA’s guidance document entitled 
‘‘Class II Special Controls Guidance 
Document: Testing for Human 
Metapneumovirus (hMPV) Using Nu-
cleic Acid Assays;’’ and 

(3) For a device that detects and dif-
ferentiates Influenza A subtype H1 and 
subtype H3, FDA’s guidance document 
entitled ‘‘Class II Special Controls 
Guidance Document: Testing for Detec-
tion and Differentiation of Influenza A 
Virus Subtypes Using Multiplex Nu-
cleic Acid Assays.’’ See § 866.1(e) for the 
availability of these guidance docu-
ments. 

[74 FR 52138, Oct. 9, 2009] 

Subpart E—Immunology Labora-
tory Equipment and Re-
agents 

§ 866.4070 RNA Preanalytical Systems. 

(a) Identification. RNA Preanalytical 
Systems are devices intended to col-
lect, store, and transport patient speci-
mens, and stabilize intracellular RNA 
from the specimens, for subsequent iso-
lation and purification of the 
intracellular RNA for RT–PCR used in 
in vitro molecular diagnostic testing. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
RNA Preanalytical Systems (RNA Col-
lection, Stabilization and Purification 
System for RT–PCR Used in Molecular 
Diagnostic Testing).’’ See § 866.1(e) for 
the availability of this guidance docu-
ment. 

[70 FR 49863, Aug. 25, 2005] 
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§ 866.4100 Complement reagent. 
(a) Identification. A complement rea-

gent is a device that consists of com-
plement, a naturally occurring serum 
protein from any warm-blooded animal 
such as guinea pigs, that may be in-
cluded as a component part of sero-
logical test kits used in the diagnosis 
of disease. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 2001, as amended at 66 
FR 38792, July 25, 2001] 

§ 866.4500 Immunoelectrophoresis 
equipment. 

(a) Identification. 
Immunoelectrophoresis equipment for 
clinical use with its electrical power 
supply is a device used for separating 
protein molecules. 
Immunoelectrophoresis is a procedure 
in which a complex protein mixture is 
placed in an agar gel and the various 
proteins are separated on the basis of 
their relative mobilities under the in-
fluence of an electric current. The sep-
arated proteins are then permitted to 
diffuse through the agar toward a 
multispecific antiserum, allowing pre-
cipitation and visualization of the sep-
arate complexes. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.4520 Immunofluorometer equip-
ment. 

(a) Identification. Immunofluorometer 
equipment for clinical use with its 
electrical power supply is a device used 
to measure the fluorescence of 
fluorochrome-labeled antigen-antibody 
complexes. The concentration of these 
complexes may be measured by means 
of reflected light. A beam of light is 
passed through a solution in which a 
fluorochrome has been selectively at-
tached to serum protein antibody mol-
ecules in suspension. The amount of 

light emitted by the fluorochrome 
label is detected by a photodetector, 
which converts light energy into elec-
trical energy. The amount of electrical 
energy registers on a readout system 
such as a digital voltmeter or a record-
ing chart. This electrical readout is 
called the fluorescence value and is 
used to measure the concentration of 
antigen-antibody complexes. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.4540 Immunonephelometer 
equipment. 

(a) Identification. 
Immunonephelometer equipment for 
clinical use with its electrical power 
supply is a device that measures light 
scattering from antigen-antibody com-
plexes. The concentration of these 
complexes may be measured by means 
of reflected light. A beam of light 
passed through a solution is scattered 
by the particles in suspension. The 
amount of light is detected by a 
photodetector, which converts light en-
ergy into electrical energy. The 
amount of electrical energy registers 
on a readout system such as a digital 
voltmeter or a recording chart. This 
electrical readout is called the light- 
scattering value and is used to measure 
the concentration of antigen-antibody 
complexes. This generic type of device 
includes devices with various kinds of 
light sources, such as laser equipment. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.4600 Ouchterlony agar plate. 
(a) Identification. An ouchterlony 

agar plate for clinical use is a device 
containing an agar gel used to examine 
antigen-antibody reactions. In 
immunodiffusion, antibodies and anti-
gens migrate toward each other 
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through gel which originally contained 
neither of these reagents. As the re-
agents come in contact with each 
other, they combine to form a precipi-
tate that is trapped in the gel matrix 
and is immobilized. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.4700 Automated fluorescence in 
situ hybridization (FISH) enumera-
tion systems. 

(a) Identification. An automated FISH 
enumeration system is a device that 
consists of an automated scanning mi-
croscope, image analysis system, and 
customized software applications for 
FISH assays. This device is intended 
for in vitro diagnostic use with FISH 
assays as an aid in the detection, 
counting and classification of cells 
based on recognition of cellular color, 
size, and shape, and in the detection 
and enumeration of FISH signals in 
interphase nuclei of formalin-fixed, 
paraffin-embedded human tissue speci-
mens. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
Automated Fluorescence in situ Hy-
bridization (FISH) Enumeration Sys-
tems.’’ See § 866.1(e) for the availability 
of this guidance document. 

[70 FR 14534, Mar. 23, 2005] 

§ 866.4800 Radial immunodiffusion 
plate. 

(a) Identification. A radial 
immunodiffusion plate for clinical use 
is a device that consists of a plastic 
plate to which agar gel containing 
antiserum is added. In radial 
immunodiffusion, antigens migrate 
through gel which originally contains 
specific antibodies. As the reagents 
come in contact with each other, they 
combine to form a precipitate that is 
trapped in the gel matrix and immo-
bilized. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 

premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 66 
FR 38792, July 25, 2001] 

§ 866.4830 Rocket immunoelectro-
phoresis equipment. 

(a) Identification. Rocket 
immunoelectrophoresis equipment for 
clinical use is a device used to perform 
a specific test on proteins by using a 
procedure called rocket 
immunoelectrophoresis. In this proce-
dure, an electric current causes the 
protein in solution to migrate through 
agar gel containing specific antisera. 
The protein precipitates with the 
antisera in a rocket-shaped pattern, 
giving the name to the device. The 
height of the peak (or the area under 
the peak) is proportional to the con-
centration of the protein. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

§ 866.4900 Support gel. 
(a) Identification. A support gel for 

clinical use is a device that consists of 
an agar or agarose preparation that is 
used while measuring various kinds of, 
or parts of, protein molecules by var-
ious immunochemical techniques, such 
as immunoelectrophoresis, 
immunodiffusion, or chromatography. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 54 
FR 25047, June 12, 1989; 66 FR 38792, July 25, 
2001] 

Subpart F—Immunological Test 
Systems 

§ 866.5040 Albumin immunological test 
system. 

(a) Identification. An albumin 
immunological test system is a device 
that consists of the reagents used to 

VerDate Mar<15>2010 18:43 May 19, 2014 Jkt 232077 PO 00000 Frm 00321 Fmt 8010 Sfmt 8010 Q:\21\21V8.TXT ofr150 PsN: PC150



312 

21 CFR Ch. I (4–1–14 Edition) § 866.5060 

measure by immunochemical tech-
niques the albumin (a plasma protein) 
in serum and other body fluids. Meas-
urement of albumin aids in the diag-
nosis of kidney and intestinal diseases. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59227, Nov. 3, 1998] 

§ 866.5060 Prealbumin immunological 
test system. 

(a) Identification. A prealbumin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the prealbumin (a plasma pro-
tein) in serum and other body fluids. 
Measurement of prealbumin levels in 
serum may aid in the assessment of the 
patient’s nutritional status. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.5065 Human allotypic marker 
immunological test system. 

(a) Identification. A human allotypic 
marker immunological test system is a 
device that consists of the reagents 
used to identify by immunochemical 
techniques the inherited human pro-
tein allotypic markers (such as nGm, 
nA2 m, and Km allotypes) in serum and 
other body fluids. The identification 
may be used while studying population 
genetics. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.5080 Alpha-1-antichymotrypsin 
immunological test system. 

(a) Identification. An alpha-1- 
antichymotrypsin immunological test 
system is a device that consists of the 
reagents used to measure by 

immunochemical techniques alpha-1- 
antichymotrypsin (a protein) in serum, 
other body fluids, and tissues. Alpha-1- 
antichymotrypsin helps protect tissues 
against proteolytic (protein-splitting) 
enzymes released during infection. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5090 Antimitochondrial antibody 
immunological test system. 

(a) Identification. An 
antimitochondrial antibody 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the antimitochondrial anti-
bodies in human serum. The measure-
ments aid in the diagnosis of diseases 
that produce a spectrum of 
autoantibodies (antibodies produced 
against the body’s own tissue), such as 
primary biliary cirrhosis (degeneration 
of liver tissue) and chronic active hepa-
titis (inflammation of the liver). 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5100 Antinuclear antibody 
immunological test system. 

(a) Identification. An antinuclear 
antibody immunological test system is 
a device that consists of the reagents 
used to measure by immunochemical 
techniques the autoimmune antibodies 
in serum, other body fluids, and tissues 
that react with cellular nuclear con-
stituents (molecules present in the nu-
cleus of a cell, such as ribonucleic acid, 
deoxyribonucleic acid, or nuclear pro-
teins). The measurements aid in the di-
agnosis of systemic lupus 
erythematosus (a multisystem auto-
immune disease in which antibodies at-
tack the victim’s own tissues), hepa-
titis (a liver disease), rheumatoid ar-
thritis, Sjögren’s syndrome (arthritis 
with inflammation of the eye, eyelid, 
and salivary glands), and systemic scle-
rosis (chronic hardening and shrinking 
of many body tissues). 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5110 Antiparietal antibody 
immunological test system. 

(a) Identification. An antiparietal 
antibody immunological test system is 
a device that consists of the reagents 
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used to measure by immunochemical 
techniques the specific antibody for 
gastric parietal cells in serum and 
other body fluids. Gastric parietal cells 
are those cells located in the stomach 
that produce a protein that enables vi-
tamin B12 to be absorbed by the body. 
The measurements aid in the diagnosis 
of vitamin B12 deficiency (or pernicious 
anemia), atrophic gastritis (inflamma-
tion of the stomach), and autoimmune 
connective tissue diseases (diseases re-
sulting when the body produces anti-
bodies against its own tissues). 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5120 Antismooth muscle antibody 
immunological test system. 

(a) Identification. An antismooth mus-
cle antibody immunological test sys-
tem is a device that consists of the re-
agents used to measure by 
immunochemical techniques the 
antismooth muscle antibodies (anti-
bodies to nonstriated, involuntary 
muscle) in serum. The measurements 
aid in the diagnosis of chronic hepa-
titis (inflammation of the liver) and 
autoimmune connective tissue diseases 
(diseases resulting from antibodies pro-
duced against the body’s own tissues). 

(b) Classification Class II (perform-
ance standards). 

§ 866.5130 Alpha-1-antitrypsin 
immunological test system. 

(a) Identification. An alpha-1- 
antitrypsin immunological test system 
is a device that consists of the reagents 
used to measure by immunochemical 
techniques the alpha-1-antitrypsin (a 
plasma protein) in serum, other body 
fluids, and tissues. The measurements 
aid in the diagnosis of several condi-
tions including juvenile and adult cir-
rhosis of the liver. In addition, alpha-1- 
antitrypsin deficiency has been associ-
ated with pulmonary emphysema. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5150 Bence-Jones proteins 
immunological test system. 

(a) Identification. A Bence-Jones pro-
teins immunological test system is a 
device that consists of the reagents 
used to measure by immunochemical 
techniques the Bence-Jones proteins in 

urine and plasma. Immunoglobulin 
molecules normally consist of pairs of 
polypeptide chains (subunits) of un-
equal size (light chains and heavy 
chains) bound together by several di-
sulfide bridges. In some cancerous con-
ditions, there is a proliferation of one 
plasma cell (antibody-producing cell) 
with excess production of light chains 
of one specific kind (monoclonal light 
chains). These free homogeneous light 
chains not associated with an 
immunoglobulin molecule can be found 
in urine and plasma, and have been 
called Bence-Jones proteins. Measure-
ment of Bence-Jones proteins and de-
termination that they are monoclonal 
aid in the diagnosis of multiple 
myeloma (malignant proliferation of 
plasma cells), Waldenstrom’s 
macroglobulinemia (increased produc-
tion of large immunoglobulins by 
spleen and bone marrow cells), leu-
kemia (cancer of the blood-forming or-
gans), and lymphoma (cancer of the 
lymphoid tissue). 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5160 Beta-globulin immunolog-
ical test system. 

(a) Identification. A beta-globulin 
immunological test system is a device 
that consists of reagents used to meas-
ure by immunochemical techniques 
beta globulins (serum protein) in serum 
and other body fluids. Beta-globulin 
proteins include beta-lipoprotein, 
transferrin, glycoproteins, and com-
plement, and are rarely associated with 
specific pathologic disorders. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.5170 Breast milk immunological 
test system. 

(a) Identification. A breast milk 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the breast milk proteins. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
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subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 59 
FR 63007, Dec. 7, 1994; 66 FR 38793, July 25, 
2001] 

§ 866.5180 Fecal calprotectin 
immunological test system. 

(a) Identification. A fecal calprotectin 
immunological test system is an in 
vitro diagnostic device that consists of 
reagents used to quantitatively meas-
ure, by immunochemical techniques, 
fecal calprotectin in human stool 
specimens. The device is intended forin 
vitro diagnostic use as an aid in the di-
agnosis of inflammatory bowel diseases 
(IBD), specifically Crohn’s disease and 
ulcerative colitis, and as an aid in dif-
ferentiation of IBD from irritable 
bowel syndrome. 

(b) Classification. Class II (special 
controls). The special control for these 
devices is FDA’s guidance document 
entitled ‘‘Class II Special Controls 
Guidance Document: Fecal 
Calprotectin Immunological Test Sys-
tems.’’ For the availability of this 
guidance document, see § 866.1(e). 

[71 FR 42598, July 27, 2006] 

§ 866.5200 Carbonic anhydrase B and 
C immunological test system. 

(a) Identification. A carbonic anhy-
drase B and C immunological test sys-
tem is a device that consists of the re-
agents used to measure by 
immunochemical techniques specific 
carbonic anhydrase protein molecules 
in serum and other body fluids. Meas-
urements of carbonic anhydrase B and 
C aid in the diagnosis of abnormal he-
moglobin metabolism. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.5210 Ceruloplasmin immunolog-
ical test system. 

(a) Identification. A ceruloplasmin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the ceruloplasmin (copper- 

transporting serum protein) in serum, 
other body fluids, or tissues. Measure-
ments of ceruloplasmin aid in the diag-
nosis of copper metabolism disorders. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5220 Cohn fraction II immunolog-
ical test system. 

(a) Identification. A Cohn fraction II 
immunological test system is a device 
that consists of the reagents that con-
tain or are used to measure that frac-
tion of plasma containing protein 
gamma globulins, predominantly of the 
IgG class. The device may be used as a 
coprecipitant in radioimmunoassay 
methods, as raw material for the puri-
fication of IgG subclasses, and to re-
duce nonspecific adsorption of plasma 
proteins in immunoassay techniques. 
Measurement of these proteins aids in 
the diagnosis of any disease concerned 
with abnormal levels of IgG gamma 
globulins such as agammaglobulinemia 
or multiple myeloma. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 59 
FR 63007, Dec. 7, 1994; 66 FR 38793, July 25, 
2001] 

§ 866.5230 Colostrum immunological 
test system. 

(a) Identification. A colostrum 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the specific proteins in colos-
trum. Colostrum is a substance ex-
creted by the mammary glands during 
pregnancy and until production of 
breast milk begins 1 to 5 days after 
childbirth. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 59 
FR 63007, Dec. 7, 1994; 66 FR 38793, July 25, 
2001] 
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§ 866.5240 Complement components 
immunological test system. 

(a) Identification. A complement com-
ponents immunological test system is 
a device that consists of the reagents 
used to measure by immunochemical 
techniques complement components 
C1q, C1r, C1s, C2, C3, C4, C5, C6, C7, C8, and 
C9, in serum, other body fluids, and tis-
sues. Complement is a group of serum 
proteins which destroy infectious 
agents. Measurements of these proteins 
aids in the diagnosis of immunologic 
disorders, especially those associated 
with deficiencies of complement com-
ponents. 

(b) Classification. Class II (perform-
ance standards). 

[47 FR 50823, Nov. 9, 1982, as amended at 53 
FR 11253, Apr. 6, 1988] 

§ 866.5250 Complement C 2 inhibitor 
(inactivator) immunological test 
system. 

(a) Identification. A complement C1 
inhibitor (inactivator) immunological 
test system is a device that consists of 
the reagents used to measure by 
immunochemical techniques the com-
plement C1 inhibitor (a plasma protein) 
in serum. Complement C1 inhibitor oc-
curs normally in plasma and blocks the 
action of the C1 component of com-
plement (a group of serum proteins 
which destroy infectious agents). Meas-
urement of complement C1 inhibitor 
aids in the diagnosis of hereditary 
angioneurotic edema (increased blood 
vessel permeability causing swelling of 
tissues) and a rare form of angioedema 
associated with lymphoma (lymph node 
cancer). 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5260 Complement C3b inactivator 
immunological test system. 

(a) Identification. A complement C3b 
inactivator immunological test system 
is a device that consists of the reagents 
used to measure by immunochemical 
techniques the complement C3b 
inactivator (a plasma protein) in 
serum. Complement is a group of serum 
proteins that destroy infectious agents. 
Measurement of complement C3b 
inactivator aids in the diagnosis of in-
herited antibody dysfunction. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5270 C-reactive protein immuno-
logical test system. 

(a) Identification. A C-reactive protein 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the C-reactive protein in serum 
and other body fluids. Measurement of 
C-reactive protein aids in evaluation of 
the amount of injury to body tissues. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5320 Properdin factor B immuno-
logical test system. 

(a) Identification. A properdin factor 
B immunological test system is a de-
vice that consists of the reagents used 
to measure by immunochemical tech-
niques properdin factor B in serum and 
other body fluids. The deposition of 
properdin factor B in body tissues or a 
corresponding depression in the 
amount of properdin factor B in serum 
and other body fluids is evidence of the 
involvement of the alternative to the 
classical pathway of activation of com-
plement (a group of plasma proteins 
which cause the destruction of cells 
which are foreign to the body). Meas-
urement of properdin factor B aids in 
the diagnosis of several kidney dis-
eases, e.g., chronic glomerulonephritis 
(inflammation of the glomeruli of the 
kidney), lupus nephritis (kidney dis-
ease associated with a multisystem 
autoimmune disease, systemic lupus 
erythematosus), as well as several skin 
diseases, e.g., dermititis herpetiformis 
(presence of vesicles on the skin that 
burn and itch), and pemphigus vulgaris 
(large vesicles on the skin). Other dis-
eases in which the alternate pathway 
of complement activation has been im-
plicated include rheumatoid arthritis, 
sickle cell anemia, and gram-negative 
bacteremia. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59227, Nov. 3, 1998] 

VerDate Mar<15>2010 18:43 May 19, 2014 Jkt 232077 PO 00000 Frm 00325 Fmt 8010 Sfmt 8010 Q:\21\21V8.TXT ofr150 PsN: PC150



316 

21 CFR Ch. I (4–1–14 Edition) § 866.5330 

§ 866.5330 Factor XIII, A, S, immuno-
logical test system. 

(a) Identification. A factor XIII, A, S, 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the factor XIII (a bloodclotting 
factor), in platelets (A) or serum (S). 
Measurements of factor XIII, A, S, aid 
in the diagnosis and treatment of cer-
tain bleeding disorders resulting from a 
deficiency of this factor. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. This exemption does 
not apply to factor deficiency tests 
classified under § 864.7290 of this chap-
ter. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.5340 Ferritin immunological test 
system. 

(a) Identification. A ferritin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the ferritin (an iron-storing pro-
tein) in serum and other body fluids. 
Measurements of ferritin aid in the di-
agnosis of diseases affecting iron me-
tabolism, such as hemochromatosis 
(iron overload) and iron deficiency 
amemia. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5350 Fibrinopeptide A immuno-
logical test system. 

(a) Identification. A fibrinopeptide A 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the fibrinopeptide A (a blood- 
clotting factor) in plasma and other 
body fluids. Measurement of 
fibrinopeptide A may aid in the diag-
nosis and treatment of certain blood- 
clotting disorders. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5360 Cohn fraction IV immuno-
logical test system. 

(a) Identification. A Cohn fraction IV 
immunological test system is a device 
that consists of or measures that frac-

tion of plasma proteins, predominantly 
alpha- and beta- globulins, used as a 
raw material for the production of pure 
alpha- or beta- globulins. Measurement 
of specific alpha- or beta- globulins aids 
in the diagnosis of many diseases, such 
as Wilson’s disease (an inherited dis-
ease affecting the liver and brain), 
Tangier’s disease (absence of alpha-1- 
lipoprotein), malnutrition, iron defi-
ciency anemia, red blood cell disorders, 
and kidney disease. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982; 47 FR 56846, Dec. 21, 
1982, as amended at 59 FR 63007, Dec. 7, 1994; 
66 FR 38793, July 25, 2001] 

§ 866.5370 Cohn fraction V immuno-
logical test system. 

(a) Identification. A Cohn fraction V 
immunological test system is a device 
that consists of or measures that frac-
tion of plasma containing predomi-
nantly albumin (a plasma protein). 
This test aids in the diagnosis of dis-
eases where albumin levels may be de-
pressed, e.g., nephrosis (disease of the 
kidney), proteinuria (protein in the 
urine), gastroenteropathy (disease of 
the stomach and small intestine), rheu-
matoid arthritis, and viral hepatitis. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 59 
FR 63007, Dec. 7, 1994; 66 FR 38793, July 25, 
2001] 

§ 866.5380 Free secretory component 
immunological test system. 

(a) Identification. A free secretory 
component immunological test system 
is a device that consists of the reagents 
used to measure by immunochemical 
techniques free secretory component 
(normally a portion of the secretory 
IgA antibody molecule) in body fluids. 
Measurement of free secretory compo-
nent (protein molecules) aids in the di-
agnosis or repetitive lung infections 
and other hypogammaglobulinemic 
conditions (low antibody levels). 
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(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59227, Nov. 3, 1998] 

§ 866.5400 Alpha-globulin immuno-
logical test system. 

(a) Identification. An alpha-globulin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the alpha-globulin (a serum pro-
tein) in serum and other body fluids. 
Measurement of alpha-globulin may 
aid in the diagnosis of inflammatory 
lesions, infections, severe burns, and a 
variety of other conditions. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.5420 Alpha-1-glycoproteins 
immunological test system. 

(a) Identification. An alpha-1- 
glycoproteins immunological test sys-
tem is a device that consists of the re-
agents used to measure by 
immunochemical techniques alpha-1- 
glycoproteins (a group of plasma pro-
teins found in the alpha-1 group when 
subjected to electrophoresis) in serum 
and other body fluids. Measurement of 
specific alpha-1-glycoproteins may aid 
in the diagnosis of collagen (connective 
tissue) disorders, tuberculosis, infec-
tions, extensive malignancy, and diabe-
tes. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.5425 Alpha-2-glycoproteins 
immunological test system. 

(a) Identification. An alpha-2- 
glycoproteins immunolgical test sys-
tem is a device that consists of the re-
agents used to measure by 

immunochemical techniques the alpha- 
2-glycoproteins (a group of plasma pro-
teins found in the alpha-2 group when 
subjected to electrophoresis) in serum 
and other body fluids. Measurement of 
alpha-2-glycoproteins aids in the diag-
nosis of some cancers and genetically 
inherited deficiencies of these plasma 
proteins. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.5430 Beta-2-glycoprotein I 
immunological test system. 

(a) Identification. A beta-2- 
glycoprotein I immunological test sys-
tem is a device that consists of the re-
agents used to measure by 
immunochemical techniques the beta-2- 
glycoprotein I (a serum protein) in 
serum and other body fluids. Measure-
ment of beta-2-glycoprotein I aids in 
the diagnosis of an inherited deficiency 
of this serum protein. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.5440 Beta-2-glycoprotein III 
immunological test system. 

(a) Identification. A beta-2- 
glycoprotein III immunological test 
system is a device that consists of the 
reagents used to measure by 
immunochemical techniques the beta-2- 
glycoprotein III (a serum protein) in 
serum and other body fluids. Measure-
ment of beta-2-glycoprotein III aids in 
the diagnosis of an inherited deficiency 
of this serum protein and a variety of 
other conditions. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 
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§ 866.5460 Haptoglobin immunological 
test system. 

(a) Identification. A haptoglobin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the haptoglobin (a protein that 
binds hemoglobin, the oxygen-carrying 
pigment in red blood cells) in serum. 
Measurement of haptoglobin may aid 
in the diagnosis of hemolytic diseases 
(diseases in which the red blood cells 
rupture and release hemoglobin) re-
lated to the formation of hemoglobin- 
haptoglobin complexes and certain kid-
ney diseases. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59227, Nov. 3, 1998] 

§ 866.5470 Hemoglobin immunological 
test system. 

(a) Indentification. A hemoglobin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the different types of free hemo-
globin (the oxygen-carrying pigment in 
red blood cells) in blood, urine, plasma, 
or other body fluids. Measurements of 
free hemoglobin aid in the diagnosis of 
various hematologic disorders, such as 
sickle cell anemia, Fanconi’s anemia (a 
rare inherited disease), aplastic anemia 
(bone marrow does not produce enough 
blood cells), and leukemia (cancer of 
the blood-forming organs). 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5490 Hemopexin immunological 
test system. 

(a) Indentification. A hemopexin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the hemopexin (a serum protein 
that binds heme, a component of hemo-
globin) in serum. Measurement of 
hemopexin aids in the diagnosis of var-
ious hematologic disorders, such as he-
molytic anemia (anemia due to short-
ened in vivo survival of mature red 
blood cells and inability of the bone 
marrow to compensate for their de-

creased life span) and sickle cell ane-
mia. 

(b) Classification. Class II (special 
controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 63 
FR 59227, Nov. 3, 1998] 

§ 866.5500 Hypersensitivity pneumo-
nitis immunological test system. 

(a) Identification. A hypersensitivity 
pneumonitis immunological test sys-
tem is a device that consists of the re-
agents used to measure by 
immunochemical techniques the 
immunoglobulin antibodies in serum 
which react specifically with organic 
dust derived from fungal or animal pro-
tein sources. When these antibodies 
react with such dusts in the lung, im-
mune complexes precipitate and trig-
ger an inflammatory reaction (hyper-
sensitivity pneumonitis). Measurement 
of these immunoglobulin G antibodies 
aids in the diagnosis of hyper-
sensitivity pneumonitis and other al-
lergic respiratory disorders. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5510 Immunoglobulins A, G, M, D, 
and E immunological test system. 

(a) Identification. An 
immunoglobulins A, G, M, D, and E 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the immunoglobulins A, G, M, 
D, an E (serum antibodies) in serum. 
Measurement of these 
immunoglobulins aids in the diagnosis 
of abnormal protein metabolism and 
the body’s lack of ability to resist in-
fectious agents. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5520 Immunoglobulin G (Fab 
fragment specific) immunological 
test system. 

(a) Identification. An immunoglobulin 
G (Fab fragment specific) 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the Fab antigen-binding frag-
ment resulting from breakdown of 
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immunoglobulin G antibodies in urine, 
serum, and other body fluids. Measure-
ment of Fab fragments of 
immunoglobulin G aids in the diag-
nosis of lymphoproliferative disorders, 
such as multiple myeloma (tumor of 
bone marrow cells), Waldenstrom’s 
macroglobulinemia (increased 
immunoglobulin production by the 
spleen and bone marrow cells), and 
lymphoma (tumor of the lymphoid tis-
sues). 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 61 
FR 1119, Jan. 16, 1996; 66 FR 38793, July 25, 
2001] 

§ 866.5530 Immunoglobulin G (Fc frag-
ment specific) immunological test 
system. 

(a) Identification. An immunoglobulin 
G (Fc fragment specific) 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the Fc (carbohydrate con-
taining) fragment of immunoglobulin 
G (resulting from breakdown of 
immunoglobulin G antibodies) in urine, 
serum, and other body fluids. Measure-
ment of immunoglobulin G Fc frag-
ments aids in the diagnosis of plasma 
cell antibody-forming abnormalities, 
e.g., gamma heavy chain disease. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 61 
FR 1119, Jan. 16, 1996; 66 FR 38793, July 25, 
2001] 

§ 866.5540 Immunoglobulin G (Fd frag-
ment specific) immunological test 
system. 

(a) Identification. An immunoglobulin 
G (Fd fragment specific) 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the amino terminal (antigen- 
binding) end (Fd fragment) of the 
heavy chain (a subunit) of the 
immunoglobulin antibody molecule in 

serum. Measurement of 
immunoglobulin G Fd fragments aids 
in the diagnosis of plasma antibody- 
forming cell abnormalities. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 59 
FR 63007, Dec. 7, 1994; 66 FR 38793, July 25, 
2001] 

§ 866.5550 Immunoglobulin (light 
chain specific) immunological test 
system. 

(a) Identification. An immunoglobulin 
(light chain specific) immunological 
test system is a device that consists of 
the reagents used to measure by 
immunochemical techniques both 
kappa and lambda types of light chain 
portions of immunoglobulin molecules 
in serum, other body fluids, and tis-
sues. In some disease states, an excess 
of light chains are produced by the 
antibody-forming cells. These free 
light chains, unassociated with gamma 
globulin molecules, can be found in a 
patient’s body fluids and tissues. Meas-
urement of the various amounts of the 
different types of light chains aids in 
the diagnosis of multiple myeloma 
(cancer of antibody-forming cells), 
lymphocytic neoplasms (cancer of 
lymphoid tissue), Waldenstrom’s 
macroglobulinemia (increased produc-
tion of large immunoglobulins), and 
connective tissue diseases such as 
rheumatoid arthritis or systemic lupus 
erythematosus. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5560 Lactic dehydrogenase 
immunological test system. 

(a) Identification. A lactic dehydro-
genase immunological test system is a 
device that consists of the reagents 
used to measure by immunochemical 
techniques the activity of the lactic 
dehydrogenase enzyme in serum. In-
creased levels of lactic dehydrogenase 
are found in a variety of conditions, in-
cluding megaloblastic anemia (de-
crease in the number of mature red 
blood cells), myocardial infarction 
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(heart disease), and some forms of leu-
kemia (cancer of the blood-forming or-
gans). However, the diagnostic useful-
ness of this device is limited because of 
the many conditions known to cause 
increased lactic dehydrogenase levels. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.5570 Lactoferrin immunological 
test system. 

(a) Identification. A lactoferrin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the lactoferrin (an iron-binding 
protein with the ability to inhibit the 
growth of bacteria) in serum, breast 
milk, other body fluids, and tissues. 
Measurement of lactoferrin may aid in 
the diagnosis of an inherited deficiency 
of this protein. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2312, Jan. 14, 2000] 

§ 866.5580 Alpha-1-lipoprotein 
immunological test system. 

(a) Identification. An alpha-1- 
lipoprotein immunological test system 
is a device that consists of the reagents 
used to measure by immunochemical 
techniques the alpha-1-lipoprotein 
(high-density lipoprotein) in serum and 
plasma. Measurement of alpha-1- 
lipoprotein may aid in the diagnosis of 
Tangier disease (a hereditary disorder 
of fat metabolism). 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5590 Lipoprotein X immunolog-
ical test system. 

(a) Identification. A lipoprotein X 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques lipoprotein X (a high-density 
lipoprotein) in serum and other body 
fluids. Measurement of lipoprotein X 

aids in the diagnosis of obstructive 
liver disease. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2313, Jan. 14, 2000] 

§ 866.5600 Low-density lipoprotein 
immunological test system. 

(a) Identification. A low-density 
lipoprotein immunological test system 
is a device that consists of the reagents 
used to measure by immunochemical 
techniques the low-density lipoprotein 
in serum and other body fluids. Meas-
urement of low-density lipoprotein in 
serum may aid in the diagnosis of dis-
orders of lipid (fat) metabolism and 
help to identify young persons at risk 
from cardiovascular diseases. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5620 Alpha-2-macroglobulin 
immunological test system. 

(a) Identification. An alpha-2- 
macroglobulin immunological test sys-
tem is a device that consists of the re-
agents used to measure by 
immunochemical techniques the alpha- 
2-macroglobulin (a serum protein) in 
plasma. Measurement of alpha-2- 
macroglobulin may aid in the diagnosis 
of blood-clotting or clot lysis disorders. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5630 Beta-2-microglobulin 
immunological test system. 

(a) Identification. A beta-2-microglob-
ulin immunological test system is a de-
vice that consists of the reagents used 
to measure by immunochemical tech-
niques beta-2-microglobulin (a protein 
molecule) in serum, urine, and other 
body fluids. Measurement of beta-2- 
microglobulin aids in the diagnosis of 
active rheumatoid arthritis and kidney 
disease. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5640 Infectious mononucleosis 
immunological test system. 

(a) Identification. An infectious mono-
nucleosis immunological test system is 
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a device that consists of the reagents 
used to measure by immunochemical 
techniques heterophile antibodies fre-
quently associated with infectious 
mononucleosis in serum, plasma, and 
other body fluids. Measurements of 
these antibodies aid in the diagnosis of 
infectious mononucleosis. 

(b) Classification. Class II (perform-
ance standards). 

[47 FR 50823, Nov. 9, 1982; 47 FR 56846, Dec. 21, 
1982] 

§ 866.5660 Multiple autoantibodies 
immunological test system. 

(a) Identification. A multiple 
autoantibodies immunological test sys-
tem is a device that consists of the re-
agents used to measure by 
immunochemical techniques the 
autoantibodies (antibodies produced 
against the body’s own tissues) in 
serum and other body fluids. Measure-
ment of multiple autoantibodies aids 
in the diagnosis of autoimmune dis-
orders (disease produced when the 
body’s own tissues are injured by 
autoantibodies). 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5680 Myoglobin immunological 
test system. 

(a) Identification. A myoglobin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the myoglobin (an oxygen stor-
age protein found in muscle) in serum 
and other body fluids. Measurement of 
myoglobin aids in the rapid diagnosis 
of heart or renal disease. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5700 Whole human plasma or 
serum immunological test system. 

(a) Identification. A whole human 
plasma or serum immunological test 
system is a device that consists of re-
agents used to measure by 
immunochemical techniques the pro-
teins in plasma or serum. Measure-
ments of proteins in plasma or serum 
aid in the diagnosis of any disease con-
cerned with abnormal levels of plasma 
or serum proteins, e.g., agammaglobu-
linemia, allergies, multiple myeloma, 

rheumatoid vasculitis, or hereditary 
angioneurotic edema. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 59 
FR 63007, Dec. 7, 1994; 66 FR 38793, July 25, 
2001] 

§ 866.5715 Plasminogen immunological 
test system. 

(a) Identification. A plasminogen 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the plasminogen (an inactive 
substance from which plasmin, a blood- 
clotting factor, is formed) in serum, 
other body fluids, and tissues. Measure-
ment of plasminogen levels may aid in 
the diagnosis of fibrinolytic (blood- 
clotting) disorders. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2313, Jan. 14, 2000] 

§ 866.5735 Prothrombin immunological 
test system. 

(a) Identification. A prothrombin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the prothrombin (clotting factor 
II) in serum. Measurements of the 
amount of antigenically competent 
(ability to react with protein anti-
bodies) prothrombin aid in the diag-
nosis of blood-clotting disorders. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. This exemption does 
not apply to multipurpose systems for 
in vitro coagulation studies classified 
under § 864.5425 of this chapter or pro-
thrombin time tests classified under 
§ 864.7750 of this chapter. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2313, Jan. 14, 2000] 
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§ 866.5750 Radioallergosorbent (RAST) 
immunological test system. 

(a) Identification. A 
radioallergosorbent immunological 
test system is a device that consists of 
the reagents used to measure by 
immunochemical techniques the aller-
gen antibodies (antibodies which cause 
an allergic reaction) specific for a 
given allergen. Measurement of specific 
allergen antibodies may aid in the di-
agnosis of asthma, allergies, and other 
pulmonary disorders. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5765 Retinol-binding protein 
immunological test system. 

(a) Identification. A retinol-binding 
protein immunological test system is a 
device that consists of the reagents 
used to measure by immunochemical 
techniques the retinol-binding protein 
that binds and transports vitamin A in 
serum and urine. Measurement of this 
protein may aid in the diagnosis of kid-
ney disease and in monitoring patients 
with kidney transplants. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 65 
FR 2313, Jan. 14, 2000] 

§ 866.5775 Rheumatoid factor immuno-
logical test system. 

(a) Identification. A rheumatoid factor 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the rheumatoid factor (anti-
bodies to immunoglobulins) in serum, 
other body fluids, and tissues. Measure-
ment of rheumatoid factor may aid in 
the diagnosis of rheumatoid arthritis. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5785 Anti-Saccharomyces 
cerevisiae (S. cerevisiae) antibody 
(ASCA) test systems. 

(a) Identification. The Anti-Saccharo-
myces cerevisiae (S. cerevisiae) antibody 
(ASCA) test system is an in vitro diag-
nostic device that consists of the re-
agents used to measure, by 
immunochemical techniques, anti-

bodies to S. cerevisiae (baker’s or brew-
er’s yeast) in human serum or plasma. 
Detection of S. cerevisiae antibodies 
may aid in the diagnosis of Crohn’s dis-
ease. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
‘‘Guidance for Industry and FDA Re-
viewers: Class II Special Control Guid-
ance Document for Anti-Saccharomyces 
cerevisiae (S. cerevisiae) Antibody 
(ASCA) Premarket Notifications.’’ 

[65 FR 70307, Nov. 22, 2000] 

§ 866.5800 Seminal fluid (sperm) 
immunological test system. 

(a) Identification. A seminal fluid 
(sperm) immunological test system is a 
device that consists of the reagents 
used for legal purposes to identify and 
differentiate animal and human semen. 
The test results may be used as court 
evidence in alleged instances of rape 
and other sex-related crimes. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[54 FR 25047, June 12, 1989, as amended at 66 
FR 38793, July 25, 2001] 

§ 866.5820 Systemic lupus erythema-
tosus immunological test system. 

(a) Identification. A systemic lupus 
erythematosus (SLE) immunological 
test system is a device that consists of 
the reagents used to measure by 
immunochemical techniques the auto-
immune antibodies in serum and other 
body fluids that react with cellular nu-
clear double-stranded deoxyribonucleic 
acid (DNA) or other nuclear constitu-
ents that are specifically diagnostic of 
SLE. Measurement of nuclear double- 
stranded DNA antibodies aids in the di-
agnosis of SLE (a multisystem auto-
immune disease in which tissues are 
attacked by the person’s own anti-
bodies). 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5860 Total spinal fluid immuno-
logical test system. 

(a) Identification. A total spinal fluid 
immunological test system is a device 
that consists of the reagents used to 

VerDate Mar<15>2010 18:43 May 19, 2014 Jkt 232077 PO 00000 Frm 00332 Fmt 8010 Sfmt 8010 Q:\21\21V8.TXT ofr150 PsN: PC150



323 

Food and Drug Administration, HHS § 866.5910 

measure by immunochemical tech-
niques the total protein in cerebro-
spinal fluid. Measurement of spinal 
fluid proteins may aid in the diagnosis 
of multiple sclerosis and other diseases 
of the nervous system. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 61 
FR 1119, Jan. 16, 1996; 66 FR 38793, July 25, 
2001] 

§ 866.5870 Thyroid autoantibody 
immunological test system. 

(a) Identification. A thyroid 
autoantibody immunological test sys-
tem is a device that consists of the re-
agents used to measure by 
immunochemical techniques the thy-
roid autoantibodies (antibodies pro-
duced against the body’s own tissues). 
Measurement of thyroid autoantibodies 
may aid in the diagnosis of certain thy-
roid disorders, such as Hashimoto’s dis-
ease (chronic lymphocytic thyroiditis), 
nontoxic goiter (enlargement of thy-
roid gland), Grave’s disease (enlarge-
ment of the thyroid gland with protru-
sion of the eyeballs), and cancer of the 
thyroid. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5880 Transferrin immunological 
test system. 

(a) Identification. A transferrin 
immunological test system is a device 
that consists of the reagents used to 
measure by immunochemical tech-
niques the transferrin (an iron-binding 
and transporting serum protein) in 
serum, plasma, and other body fluids. 
Measurement of transferrin levels aids 
in the diagnosis of malnutrition, acute 
inflammation, infection, and red blood 
cell disorders, such as iron deficiency 
anemia. 

(b) Classification. Class II (perform-
ance standards). 

§ 866.5890 Inter-alpha trypsin inhib-
itor immunological test system. 

(a) Identification. An inter-alpha 
trypsin inhibitor immunological test 
system is a device that consists of the 
reagents used to measure by 

immunochemical techniques the inter- 
alpha trypsin inhibitor (a protein) in 
serum and other body fluids. Measure-
ment of inter-alpha trypsin inhibitor 
may aid in the diagnosis of acute bac-
terial infection and inflammation. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to § 866.9. 

[47 FR 50823, Nov. 9, 1982, as amended at 53 
FR 11253, Apr. 6, 1988; 65 FR 2313, Jan. 14, 
2000] 

§ 866.5900 Cystic fibrosis 
transmembrane conductance regu-
lator (CFTR) gene mutation detec-
tion system. 

(a) Identification. The CFTR gene mu-
tation detection system is a device 
used to simultaneously detect and 
identify a panel of mutations and 
variants in the CFTR gene. It is in-
tended as an aid in confirmatory diag-
nostic testing of individuals with sus-
pected cystic fibrosis (CF), carrier 
identification, and newborn screening. 
This device is not intended for stand- 
alone diagnostic purposes, prenatal di-
agnostic, pre-implantation, or popu-
lation screening. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
CFTR Gene Mutation Detection Sys-
tem.’’ See § 866.1(e) for the availability 
of this guidance document. 

[70 FR 61738, Oct. 26, 2005] 

§ 866.5910 Quality control material for 
cystic fibrosis nucleic acid assays. 

(a) Identification. Quality control ma-
terial for cystic fibrosis nucleic acid 
assays. A quality control material for 
cystic fibrosis nucleic acid assays is a 
device intended to help monitor reli-
ability of a test system by detecting 
analytical deviations such as those 
that may arise from reagent or instru-
ment variation in genetic testing. This 
type of device includes recombinant, 
synthetic, and cell line-based DNA con-
trols. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
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Quality Control Material for Cystic Fi-
brosis Nucleic Acid Assays.’’ See 
§ 866.1(e) for the availability of this 
guidance document. 

[72 FR 1176, Jan. 10, 2007] 

Subpart G—Tumor Associated 
Antigen immunological Test 
Systems 

§ 866.6010 Tumor-associated antigen 
immunological test system. 

(a) Identification. A tumor-associated 
antigen immunological test system is a 
device that consists of reagents used to 
qualitatively or quantitatively meas-
ure, by immunochemical techniques, 
tumor-associated antigens in serum, 
plasma, urine, or other body fluids. 
This device is intended as an aid in 
monitoring patients for disease 
progress or response to therapy or for 
the detection of recurrent or residual 
disease. 

(b) Classification. Class II (special 
controls). Tumor markers must comply 
with the following special controls: (1) 
A guidance document entitled ‘‘Guid-
ance Document for the Submission of 
Tumor Associated Antigen Premarket 
Notifications (510(k)s) to FDA,’’ and (2) 
voluntary assay performance standards 
issued by the National Committee on 
Clinical Laboratory Standards. 

[62 FR 66005, Dec. 17, 1997] 

§ 866.6020 Immunomagnetic circu-
lating cancer cell selection and enu-
meration system. 

(a) Identification. An 
immunomagnetic circulating cancer 
cell selection and enumeration system 
is a device that consists of biological 
probes, fluorochromes, and other re-
agents; preservation and preparation 
devices; and a semiautomated analyt-
ical instrument to select and count cir-
culating cancer cells in a prepared 
sample of whole blood. This device is 
intended for adjunctive use in moni-
toring or predicting cancer disease pro-
gression, response to therapy, and for 
the detection of recurrent disease. 

(b) Classification. Class II (special 
controls). The special control for this 
device is FDA’s guidance document en-
titled ‘‘Class II Special Controls Guid-
ance Document: Immunomagnetic Cir-

culating Cancer Cell Selection and 
Enumeration System.’’ See § 866.1(e) for 
availability of this guidance document. 

[69 FR 26038, May 11, 2004] 

§ 866.6030 AFP-L3% immunological test 
system. 

(a) Identification. An AFP-L3% 
immunological test system is an in 
vitro device that consists of reagents 
and an automated instrument used to 
quantitatively measure, by 
immunochemical techniques, AFP and 
AFP-L3 subfraction in human serum. 
The device is intended for in vitro diag-
nostic use as an aid in the risk assess-
ment of patients with chronic liver dis-
ease for development of hepatocellular 
carcinoma, in conjunction with other 
laboratory findings, imaging studies, 
and clinical assessment. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
AFP-L3% Immunological Test Sys-
tems.’’ See § 866.1(e) for the availability 
of this guidance document. 

[70 FR 57749, Oct. 4, 2005] 

§ 866.6040 Gene expression profiling 
test system for breast cancer prog-
nosis. 

(a) Identification. A gene expression 
profiling test system for breast cancer 
prognosis is a device that measures the 
ribonucleic acid (RNA) expression level 
of multiple genes and combines this in-
formation to yield a signature (pattern 
or classifier or index) to aid in prog-
nosis of previously diagnosed breast 
cancer. 

(b) Classification. Class II (special 
controls). The special control is FDA’s 
guidance document entitled ‘‘Class II 
Special Controls Guidance Document: 
Gene Expression Profiling Test System 
for Breast Cancer Prognosis.’’ See 
§ 866.1(e) for the availability of this 
guidance document. 

[72 FR 26291, May 9, 2007] 

§ 866.6050 Ovarian adnexal mass as-
sessment score test system. 

(a) Identification. An ovarian/adnexal 
mass assessment test system is a de-
vice that measures one or more pro-
teins in serum or plasma. It yields a 
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single result for the likelihood that an 
adnexal pelvic mass in a woman, for 
whom surgery is planned, is malignant. 
The test is for adjunctive use, in the 
context of a negative primary clinical 
and radiological evaluation, to aug-
ment the identification of patients 
whose gynecologic surgery requires on-
cology expertise and resources. 

(b) Classification. Class II (special 
controls). The special control for this 
device is FDA’s guidance document en-
titled ‘‘Class II Special Controls Guid-

ance Document: Ovarian Adnexal Mass 
Assessment Score Test System.’’ For 
the availability of this guidance docu-
ment, see § 866.1(e). 

(c) Black box warning. Under section 
520(e) of the Federal Food, Drug, and 
Cosmetic Act these devices are subject 
to the following restriction: A warning 
statement must be placed in a black 
box and must appear in all advertising, 
labeling, and promotional material for 
these devices. That warning statement 
must read: 

[76 FR 16294, Mar. 23, 2011, as amended at 76 
FR 82131, Dec. 30, 2011] 

PART 868—ANESTHESIOLOGY 
DEVICES 

Subpart A—General Provisions 

Sec. 
868.1 Scope. 
868.3 Effective dates of requirement for pre-

market approval. 
868.9 Limitations of exemptions from sec-

tion 510(k) of the Federal Food, Drug, 
and Cosmetic Act (the act). 

Subpart B—Diagnostic Devices 

868.1030 Manual algesimeter. 
868.1040 Powered algesimeter. 
868.1075 Argon gas analyzer. 
868.1100 Arterial blood sampling kit. 
868.1120 Indwelling blood oxyhemoglobin 

concentration analyzer. 
868.1150 Indwelling blood carbon dioxide 

partial pressure (PCO2) analyzer. 
868.1170 Indwelling blood hydrogen ion con-

centration (pH) analyzer. 
868.1200 Indwelling blood oxygen partial 

pressure (PO2) analyzer. 
868.1400 Carbon dioxide gas analyzer. 
868.1430 Carbon monoxide gas analyzer. 
868.1500 Enflurane gas analyzer. 
868.1575 Gas collection vessel. 

868.1620 Halothane gas analyzer. 
868.1640 Helium gas analyzer. 
868.1670 Neon gas analyzer. 
868.1690 Nitrogen gas analyzer. 
868.1700 Nitrous oxide gas analyzer. 
868.1720 Oxygen gas analyzer. 
868.1730 Oxygen uptake computer. 
868.1750 Pressure plethysmograph. 
868.1760 Volume plethysmograph. 
868.1780 Inspiratory airway pressure meter. 
868.1800 Rhinoanemometer. 
868.1840 Diagnostic spirometer. 
868.1850 Monitoring spirometer. 
868.1860 Peak-flow meter for spirometry. 
868.1870 Gas volume calibrator. 
868.1880 Pulmonary-function data calcu-

lator. 
868.1890 Predictive pulmonary-function 

value calculator. 
868.1900 Diagnostic pulmonary-function in-

terpretation calculator. 
868.1910 Esophageal stethoscope. 
868.1920 Esophageal stethoscope with elec-

trical conductors. 
868.1930 Stethoscope head. 
868.1965 Switching valve (ploss). 
868.1975 Water vapor analyzer. 

Subpart C—Monitoring Devices 

868.2025 Ultrasonic air embolism monitor. 
868.2300 Bourdon gauge flowmeter. 
868.2320 Uncompensated thorpe tube flow-

meter. 
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